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Time

10:00 AM

10:10 AM

10:15 AM

10:45 AM

11:30 AM

12:00 PM

1:00 PM

1:30 PM

3:00 PM

February 10, 2015

ADVISORY COMMISSION ON CHILDHOOD VACCINES (ACCY)
Teleconference and Adobe Connect

March 5, 2015

(10:00 am — 4:00 pm Eastern Daylight Time)

Dial in: 1-877-917-4913
Passcode: ACCV

https://hrsa.connectsolutions.com/accv/

Agenda [tem

Welcome and Chair Report
Approval of December 2014 Minutes
Report from the Division Injury Compensation

Programs

Report from the Department of Justice

Report from the Process Workgroup

Lunch

Report from the Adult Immunization Workgroup

Review of Vaccine Information Statements

Update on the Immunization Safety Office (ISO),
Centers for Disease Control and Prevention (CDC)
Vaccine Activities

Presenter

Dr. Kristen Feemster, Chair
Dr. Kristen Feemster, Chair
Dr, A. Melissa Houston
Director, DICP

Mr. Vince Matanoski
Deputy Director

Torts Branch, DOJ

Ms. Luisita dela Rosa,
ACC_V Member

Dr, Sylvia Villarreal,
ACCV Member

Mr. Skip Wolfe,
CDC

Dr. Tom Shimabukuro
CDC
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Agenda Item

Update on the National Institute of Allergy and
Infectious diseases (NIAID), National Institutes of
Health (NIIT) Vaccine Activities

Update on the Center for Biologics, Evaluation and

Research (CBER), Food and Drug Administration
(FDA) Vaccine Activities

Update from the National Vaccine Program Office
(NVPO)

Public Comment (follows the preceding topic and may
commence earlier or later the 4:00 pm)

Future Agenda Items/New Business

Adjournment of the March ACCV Meeting

Presenter

Ms. Claire Schuster
NIAID, NIH

LCDR Valerie Marshall
CBER, FDA

Dr. Karin Bok
NVPO

Dr. Kristen Feemster, Chair

Dr. Kristen Feemster, Chair
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DEPARTMENT OF HEALTH & HUMAN SERVICES Health Resources and Services Administration

Rockville, Maryland 20857

CHARTER

ADVISORY COMMISSION ON CHILDHOOD VACCINES

Authority

42 U.S.C. 300aa-19, Section 2119 of the PHS Act. The Advisory Commission on Childhood
Vaccines (hereinafter referred to as the "Commission") is governed by the provisions of
Public Law 92-463 (5 U.S.C. App. 2), which sets forth standards for the formation of
advisory committees.

Obiectives and Scope of Activities

The Secretary of Health and Human Services is mandated under Section 2119 of the Public
Health Service (PHS) Act to appoint an advisory commission to give advice regarding the
National Vaccine Injury Compensation Program (the Program), which provides
compensation for certain vaccine-related injuries or deaths.

Description of Duties

The Commission shall: (1) advise the Secretary on the implementation of the Program; (2) on
its own initiative or as the result of the filing of a petition, recommend changes in the
Vaccine Injury Table; (3) advise the Secretary in implementing the Secretary's
responsibilities under Section 2127 of the PHS Act regarding the need for childhood
vaccination products that result in fewer or no significant adverse reactions; (4) survey
Federal, State, and local programs and activities relating to the gathering of information on
injuries associated with the administration of childhood vaccines, including the adverse
reaction reporting requirements of Section 2125(b), and advise the Secretary on means to
obtain, compile, publish, and use credible data related to the frequency and severity of
adverse reactions associated with childhood vaccines; (5) recommend to the Director of the
National Vaccine Program research related to vaccine injuries which should be conducted to
carry out the Program; and (6) consult regarding the development or revision of vaccine
information materials as required by Section 2126 of the PHS Act.

Agency or Official to Whom the Commission Reports

The Commission shall advise and make recommendations to the Secretary on matters related
to the Program responsibilities.

Support

Management and support services shall be provided by the Division of Vaccine Injury
Compensation, Healthcare Systems Bureau, Health Resources and Services Administration.
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Estimated Annual Operating Costs and Staff Years

Estimated annual cost for operating the Commission, including compensation and travel
expenses for members, but excluding staff support, is approximately $39,795. The estimate
of annual person-years of staft support required is 1.5 at an estimated annual cost of
$256,377.

Designated Federal Official

HRSA will select a full-time or permanent pari-time Federal employee to serve as the
Designated Federal Official (DFO) to attend each Commission meeting and ensure that all
procedures are within applicable, statutory, regulatory, and HHS General Administration
Manual directives. The DFO will approve and prepare all meeting agendas, approve all of the
Commission or subcommittee meetings, adjourn any meeting when the DFO determines
adjournment to be in the public interest, and chair meetings when directed to do so by the
official to whom the Commission reports. The DFO or his/her designee shall be present at ail
meetings of the full Commission and subcommittees.

Estimated Number and Frequency of Meetings

The Commission shall meet no less than four times per year and at the call of the Chair,
Meetings shall be open to the public except as determined otherwise by the Secretary or
designee in accordance with the Government in the Sunshine Act 5 U.S.C. 552b(c) and the
Federal Advisory Committee Act. Notice of al} meetings shall be given to the public.
Meetings shall be conducted, and records of the proceedings kept, as required by applicable
laws and departmental regulations.

Duration
Continuing,
Termination

Unless renewed by appropriate action prior to its expiration, this charter will expire two years
from the date the charter is filed.

Membership and Designation

The Secretary shall select members of the Commission. The members of the Commission
shall select a Chair and Vice Chair from among the members, Appointed members of the
Commission shall be appointed for a term of office of 3 years.
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The Commission shall be composed of the following:
(1)  Nine members appointed by the Secretary as follows:

(A)  three members who are health professionals, who are not employees of
the United States, and who have expertise in the health care of
children, the epidemiology, etiology, and prevention of childhood
diseases, and the adverse reactions associated with vaccines, of whom
at least two shall be pediatricians;

(B) three members from the general public, of whom at least two shall be
legal representatives of children who have suffered a vaccine-related
injury or death; and

(C) three members who are attorneys, of whom at least one shall be an
attorney whose specialty includes representation of persons who have
suffered a vaceine-related injury or death and of whom one shall be an
attorney whose specialty includes representation of vaccine
manufacturers.

(2)  The Director of the National Institutes of Health, the Assistant Secretary for
Health, the Director of the Centers for Disease Control and Prevention, and
the Commissioner of the Food and Drug Administration (or the designees of
such officials), each of whom shall be a non-voting ex officio member.

The nine members appointed by the Secretary shall serve as Special Government
Employees. The ex officio members and the DFO shall be Regular Government Employees.

Subcommiitees

Subcommittees may be established with the approval of the Secretary or designee.
Subcommittee members may be members of the parent Commission. The subcommittee shall
make recommendations to be deliberated by the parent Commission. The Department's
Committee Management Officer will be notified upon the establishment of the each
subcommittee and will be provided information on the subcommittee’s name, membership,
function, and estimated frequency of meetings.

Recordkeeping

The records of the Commission, formally established subcommittees, or other subgroups of
the Commission, shall be handled in accordance with General Records.Schedule 26, Item 2
or other approved agency records disposition schedule. These records shall be available for
public inspection and copying, subject to the Freedom of Information Act, 5 U.S.C, 552.
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Filing Date
July 21, 2014

Approved:

JuL 1 204
Date

ar Niakan
Acting Director, Office of Management
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ADVISORY COMMISSION ON CHILDHOOD VACCINES (ACCV) ROSTER
DIVISION OF INJURY COMPENSATION PROGRAMS (DICP)
Parklawn Building, Room 11C-26
5600 Fishers Lane
Rockville, MD 20857

ACCV MEMBERS

Kristen A. Feemster, M.D., M.P.H., M.S. H.P.,
Chair (’15)

Assistant Professor- UPenn School of Medicine,
Division of Infectious Diseases

The Children's Hospital of Philadelphia

CHOP North- 3535 Market St, Rm 1511
Philadelphia, PA 19104

(267)426-0192 (Direct)

(215)590-2025 (Fax)

email: feemster@email.chop.edu

Ann Linguiti Pron, DNP CPNP, R.N. (‘14)
University of Pennsylvania

School of Nursing, 418 Curie Blvd

Philadelphia, PA 19104-4217;

Abington VNA, Community Services, Children’s
Health Center,

1421 Highland Avenue,

Abington, PA 19001

(215)635-3642 (Direct)

e-mail: aljipi@acl.com

David King, (*14)

4 Briarcliff Lane

Holmdel, NJ 07733
(732)758-1111 (Direct)

e-mail: dking{@salesmotion.com

Sylvia Fernandez Villarreal, M.D., ("15)
Taos Clinic for Children & Youth

1393 Weimer Road

Taos, NM 87571

(515)758-8651(Direct)

e-mail; opus{@taospeds.org

Luisita dela Rosa, Ph.D. (’15)
22640 Lamplight Place

Santa Clarita, CA 91350
(515)708-0838 (Direct)

e-mail: louiedrosa@gmail.com

Jason Smith, J.D.,

Vice-Chair (*15)

Assistant General Counsel
Pfizer Inc.

500 Arcola Road

Dock E — Office D 4214
Collegeville, PA 19426
(484)865-6196 (Direct)
(484)865-6419 (Fax)

e-mail: jason.smith@pfizer.com

Michelle Williams, J.D., (*14)

Alston & Bird LLP

1201 West Peachtree Street

Atlanta, GA 30309

(404)881-7594 (Direct)
(404)253-8274 (Fax)
e-mail:michelle.williams(@alston.com

Charlene Douglas, Ph.D., M.P.H., R.N.
(15)

Associate Professor, George Mason
University

4400 University Drive, Mail Stop 3C4
Fairfax, VA 22030-4444
(703)993-1937 (Direct)

e-mail: cdouglas@emu.edu

Edward Kraus, J.D., ("15)

Associate Professor of Clinical Practice
Chicago-Kent College of Law

565 West Adams, Suite 600

Chicago, IL. 60661

(312)906-5072 (Direct)

e-mail: ekraus@kentlaw.edu




EX OFFICIO MEMBERS

Bruce Gellin, M.D,

Director, National Vaccine Program Office
200 Independence Ave, S.W. Room 736E
Washington, D.C. 20201-0004
(202)690-5566 (Direct)

(202)690-7560 (Fax)

e-mail: bgellin@osophs.dhhs.gov

Marion Gruber, Ph.D.

Acting Director

Office of Vaccines Research and Review
Center for Biologics Evaluation and Research
Food and Drug Administration

1451 Rockville Pike, Rm 3312

Rockville, MD 20852

(301)796-2630

(301)402-1290 (Fax)

‘e-mail: marion.gruber@hda.hhs.gov

DVIC STAFF

A. Melissa Houston, M.D., M.P.H., F. A AP,
Director, DICP

Executive Secretary, ACCV

-(301)443-9350 (Direct)

(301)443-0704 (Fax)

e-mail: ahouston{@hrsa.gov

OFFICE OF THE GENERAL COUNSEL

Andrea Davey, J.D.

Attorney

(301)443-4500 (Direct)
(301)443-2639 (Fax)

e-mail: Andrea.Davey{@hhs.gov

Carole A. Heilman, Ph.D.

Director, Division of Microbiology
and Infectious Diseases,

NIAID, NIH

67008 Rockledge Drive - Room 3142,

MSC 7630 Bethesda, MD 20892-7630

For Federal Express Mailing:

(FED EX only: Bethesda, MD 20817)
(301)496-1884 (Direct)
(301)480-4528 (Fax)
e-mail: ch25v(@nih.gov

Tom Shimabukuro, M.D., M.P.H., M.B.A
Immunization Safety Office

Centers for Disease Control and Prevention
1600 Clifton Road

Clifton Building, Mail Stop D-26

Atlanta, GA 30333

(404)639-4848 (Direct)

(404)639-8834 (Fax)

e-mail: ishimabukuro@cde.gov

Andrea Herzog

Pringipal Staff Liaison, ACCV
(301)443-6634 (Direct)
(301)443-8196 (Fax)

e-mail: aherzog(@hrsa.gov
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2015 MEETING DATES

March 5, 2015
June 4 & 5, 2015
September 2 & 3, 2015
December 3 & 4, 2015







Advisory Commission on Childhood Vaccines
December 4, 2014

94th Meeting

Members Present

Kirsten Feemster, Chair (*14)

Jason Smith, I.D., Vice Chair (*14)
Charlene Douglas, Ph.D. (*14)

Edward Kraus, J.D. (°15)

Ann Linguiti Pron, DNP, CRNP, RN (’13)
Luisita dela Rosa, Ph.D. (*15)

Sylvia Fernandez Villareal, M.D. (°15)

Division of Injury Compensation Programs

Melissa Houston, MD., Director, DICP
Andrea Herzog, Staff Liaison
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Welcome, Report of the Chair am\l\? E oval of Minu \
Dr. Kristen Feemster, ACCV Chalrk\.\\w\ \\?\%\

%’m
Dr. Feemster ea‘}]J% % %h meeti

| X\o\f the @%i% C “Ssmn on Childhood
Vaccines (ACCV ot (‘ o order “\El icﬂ Tand 1ntroduct10ns noted that the
Commission had paf‘?% ted in abmzernmefft); %untablht “Office (GAO) study in 2014 and
that report has been re\gh d\ and pv 1Shed on N}aAO web site. The report was developed
through intery, Wlth stal %)M%\i@‘e;ested 1nx\‘cc1nes vaccine safety and the National
Vaccine [ j Emsa’uoﬁ é I\g W
'bs, %\%\\ \\ Ra %\ «v&}
{v eemster 1eqﬁ2§ d app T‘,'al of the September 2014 meeting minutes. Ms. Herzog
noted that® t:"gﬁettel from the«fN 10nal cKcme Information Center (NVIC) that was to be
incorporate “ih 0, the mmutes madve ehtly omitted from the draft minutes provided to the
members of the"'A@‘CV but shei t:ﬁted it would be incorporated in the version that will be posted
on the HRSA web Sltg\ With tl@ﬁ‘ﬁewsmn on motion duly made and seconded, the minutes of
the September 4-5, Z\U\\iﬁlgeet\ f ere unanimously approved.

L

\
Update on the 27™ Annuz}hudlcml Conference, Chief Special Master Denise K. Vowel

Chief Special Master Vowel of the U.S. Court of Federal Claims (CFC) commented that
the vaccine areas covered at the Judicial Conference included recent damage awards, settlements
in progress, and her update on the activities of the Office of Special Masters, including a review
of the current caseload. One focus was on the effort to reduce the number of outstanding claims
filed more than ten years ago (about 3% of the total claims), and most of those should be
resolved in 2015.




The conference included a panel to provide a venue for discussing attorney’s fees, and
two panels led by special masters. Special Master Tom Gowen focused on life care plans, and
Special Master Christian Moran looked at emerging issues related to vaccine damage claims,

Chief Special Master Vowel explained that her office had addressed the increased level
of claims that has occurred in the last few years. Based on calendar year claims, there were 680
cases in 2014, which was up from 525 in 2013 and above the average of 400 that were filed in
the prior four years. She added that her office is capped at eight special masters and a limited
staff of attorneys, but that in July a Special Processing Unit (SPU) had been approved with
authority to hire permanent staff attorneys. That action followed consultation with the
petmonel s and respondent’s bars, and there was agreement the@{ghe SPU would focus on table
injuries or “quasi table injuries”, such as Shoulder Injury Re a% “to Vaccine Administration
(SIRVA), Guillain-Barré Syndrome (GBS), and mtussusg { followmg rotavirus. These
claims are typically processed expeditiously. The plog\?@ ek gppears to be working well.

Al \.

‘*«.\

Chief Special Master Vowel noted that ghe:;%fm 'mation on théxéonference including the
audio recordlng of the conference sessions, is aVa\}able on the web. Askgd about future
increases in the number of special masters, Chieﬁ Special Mastel Voweiaé“taig that she had
proposed a increase the number of special mastersiig om 8 tQu *%:m She added fhat«Qtaff attorneys
help support the day-to-day managemgnt of cases. ThgiQ\x : ;E;QJOW four such statfattorneys, and
there may be increased funding in 2%)-: %aj‘;\ would supp ;i‘fﬂ ore. Dr. Villarreal observed that, as
discussed in the GAO report, the Co 155?6\" QEld 1emaﬂ;pay\<are that adding injuries to the
Vaccine Injury Table is an important p \of mo*in g clalms ﬂ%‘r\é oh the system more quickly and
mote easily, Chief Spec.]ia]\ ter Vowelxsu geste M \%;1 tner eag}g 11 Department of Health
and Human Serwces%g iwould alse \A;he iformation required to make
decisions about caseiggl ements\l(l,,gait depeh\é “"“\"the sub?h\ gslbn recommendations from HHS.
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1vs1 Jii Com ensation®
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on welcome ose Proyer it on the teleconference and briefly reviewed the
meetmg agen ilowmg Cffi \Speczeﬁ\Master Vowel’s discussion of the 27" Annual Judicial

rograms, Dr. A, Melissa Houston,

Conference and hggidwn report bI‘DICP activities, the agenda includes an update from the
Department of Jus’n )OJ), 16 orts from the chairs of the Process Workgroup and the Adult
Immunization Workgrou% ‘1%‘/ éw of Vaccine Information Statements, and finally updates from
the ex officio members frd ﬂle Food and Drug Administration (FDA), Centers for Disease
Control and Prevention (CDC)> National Institutes of Health (NIH), and the National Vaccine
Program Office (NVPO).

Dr. Houston commented that her report would reflect the first month of Fiscal Year (FY)
2015, during which 73 claims were filed (projected to be 876 for the fiscal year). There were 19
adjudications (projected to be 228), of which 12 were compensable and 7 were dismissed. She
commented that the projected 876 claims for the year was a number considerably larger than any
previous year. Concerning awards, petitioners were awarded $17.5 million and attorney’s fees
totaled $2.3 million. Those amounts are estimated to be $210 million and $27 million
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respectively, by the end of FY 2015. Dr. Houston reported that the Vaccine Injury
Compensation Trust Fund balance was $3.5 billion as of September 30, 2014.

With regard to significant activities, Dr. Houston noted that there are several VICP
regulations going through the clearance process. She also stated that the GAO report was
published and can be reviewed on the GAO web site. The National Vaccine Advisory
Commitiee (NVAC) met on September 9-10, 2014, and a summary of that meeting will be
included in the NVPQ report later in the meeting, and on October 29-30, the Advisory
Committee on Immunization Practices (ACIP) met and the summary of that meeting is on the
ACIP web site. Finally, the Vaccine Safety Datalink met on November 4-5, and a report is
available on their web site. A

e@\
,,;:cw

Dr. Houston announced that the next sohcltatm Q Ll@f;\cxluest that an obstetrics-
gynecology doctor (preferably a specialist in prenatalx% eaﬁ ) fb\scirve as a new member of the
ACCV, She encouraged ACCV members to subnkxgomlnat1on§*« @uhat new vacancy. She
added that staff would provide a link when the Redér TRegister Notféé“ols s posted. Finally, the

Health Insurance Marketplace open enr ollmen\%\g‘:g%)d is November 1\5\\ 014 through February
. :i;‘%\

15, 2015.
T
Report from the Department of Jugg » Mr. Vlnc\ Via %\S}Skl Deputy Dlré‘g\br, Torts

Branch \\\%&%‘ 3\

Mr. Matanoski referenced the Deia\artl‘flé%%‘gf J ustlce\l‘%& erPoint materials (DOJ PP),
dated December 4, 2014\ ggut of his ﬁrés\ntatu\)\ﬁl;;‘.%xl\\\/lata\ﬁ& ;:' reported that 249
petitions were filed 111:': fithet la eport to\t\he Co i \Q QDOJ\P at 2). Of the 249
petitions, 42 were i h or petltloh\ﬁ: and 2075% Biga\\ault petltméigers Although there are
seasonal fluctuations i arge pa cause of\} Q‘effect of influenza claims, the total for the
year should exceed that' e the pLe *{\

% yeal Pe f?ﬁczns alleging SIRVA are also increasing.
sadoe,
With regagq bjaqgil {catlo ;L\ii@a %‘f:ompléped during the reporting period, also a

new gm Nﬁ) Bec fo the 11101 ease in claims filed, the gap between
claint§fifed and adju @ps is ?i ning, T mber of claims voluntarily withdrawn
1ema1n§“1’at\j£]glee a relatlv\lygﬁigniﬁg;\%t\factm in the statistical snapshot (DOJ PP at 4).
R

Turm%  appeals, \I?/I;\i*\ atanos 1kleported that Graves v. HHS was affirmed by the
Court of Appeais . the Fedelsé\lég(hrcult (CAFC) (DOJ PP at 5). This case involved a
question about th} éfﬁ te of l S itations — not only for the late filing of the claim itself, but a
late filing of the appeal‘ 5\ \‘T\’The CAFC’s affirmance supports the original decision by the
special master. Of the se¥ ‘Q;\endmg cases before the CAFC, three are new and all are
entitlement cases filed by petltloners (DOJ PP at 6). In Griffin v. HHS, the issue is whether a
contractor working outside the U.S, for the federal government is entitled to file a vaccine
injury claim. A federal employee in the same situation is covered, but this contractor’s
agreement with the federal government clearly stated that the individual involved was not a
federal employee, so the special master denied the claim. The CFC affirmed the special
master’s dismissal. In Crutchfield v. HHS, the special master denied petitioner’s claim that the
measles-mumps-rubella (MMR) vaccine caused type 1 diabetes, which was affirmed by the
CFC. Petitioner appealed. In Stillwell v. HHS, the special master denied petitioners claim
that a flu vaccine caused acute disseminated encephalomyelitis (ADEM) noting that the

diagnosis was questioned. The CFC affirmed dismissal.
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Turning to the CFC, Mr. Matanoski noted that five cases were recently decided. (DOJ
PP at 7). Three of these cases were already discussed (Griffin, Cruichfield, and Stillwell). Of
the remaining two, Harris v. HHS arose out of a claim that human papillomavirus (HPV)
vaccine caused systemic lupus erythematosus, but the special master ruled that there was
insufficient evidence to establish a logical sequence of events that would support the
development of the disease. In Somosof v. HHS, the special master denied a claim that a
vaccine caused cerebral palsy because the claim was not filed within the statute of limitations.
Evidence showed that the symptoms of the disease predated the time of the diagnosis by three
years, which would mean the claim was filed six years after the onset of the disease, outside the
timeframe for filing a claim. S

There are currently nine cases pending at the G»F@*‘@all \Ed\by petitioners (DOJ PP at 8).

Of those, five were not previously discussed at p]:gmi‘?ACCV meet_lhgs In Spahn v. HHS, the
special master denied a claim that tetanus vacgh ;§1gnlﬁcanﬂy agg a’yated a preexisting
obsessive compulsive disorder. In Guerrero‘,ig ’ji‘ HS the special ma\gféifgduced petitioner’s
request for over $66,000 in attorneys’ fees arﬁ‘ SIS to $49, 000 In Hir. zz\%g HHS, the
special master decided that respondent’s expert f\ tl,mon &@utwelghed ﬂ%\%t;mony by
petitioner’s expetts. In Moriarty vgax{;; S, the specials \@ g\found that there W@s“msufﬁment
evidence to support petitioner’s cla --kffk‘k"atxthe MMR\éEé‘Ihe caused seizures through an

autmmmune dlsorder In Lerwzck v\‘;\.’:‘_g %eﬁt oner aplk the special master’s damages
ol i a\d
101 nt ﬁlr@:?g:\\atten \c@e needs.

b E K‘C‘\ \.:\\\
Two oral argy: .1e,schedu1 B \,};’ a case already discussed at a

e
previous ACCV me%kt\ﬁ‘ , Fi 10?“65'\%7 JTHS, the%‘ra&‘ ume ‘Wawscheduled for the same
timeframe as the ACCmeeetmg‘« Yecember 432 Q14 The other Lerwick v. HHS, is

\\\1

scheduled for January 28%2015 fz%*“ '* \ g

‘i“;;‘* N \ i
FE.. . .

ﬂ gmmg fo Sefﬂ‘ements«:]\(l\r Matanosk; ussed the compilation of adjudicated

't_s_ (by stlpula\} ,\}\dunﬁﬂ;e precedl “uarter (DOJ PP at 10-20). There were 106
settlementg{inahzed in thé‘“la& period %8 adult cases, and 8 minor child cases. Elghty one of
the cases Wo % flu claims, e1tlée flu vaeéihe alone or in combination with other vaccines. The
average procé'é'slmg time was 'Qg%lonths “Hhout the same as reported at the last ACCV
meeting. Cases i& elved w1th111v1ayea1 accounted for 34% of all cases, within the second year
42%, and within th&‘g;‘ d ye ‘3‘1\\7/0 -- 30 a total of 93% of the cases were resolved in three
years or less. Howeve;i,\ a anoskl suggested that the settlements may not be as timely in
the future because of th\e\‘i'_“\‘ld\ly rising number of claims filed, which in combination with a

fixed budget for staffing, translates into a larger number of pending cases.

;f

In conclusion, Mr. Matanoski addressed the increasing number of vaccine cases and
personnel limitations within his office. e commented that the Office of Special Masters has
shifted some of their burden to staff attorneys in effort to more quickly adjudicate cases. He
explained that, in spite of efficiencies that have been achieved, the respondent still was faced
with a substantially increased workload and limited resources. Proposed changes to the
Vaccine Injury Table may help to resolve cases more rapidly, which should alleviate some of
the pending case strain. Cases have been conceded at an increasing rate over the past year.
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Responding to questions about statutory limitations on DOJ staffing, Mr. Matanoski
stated that there are no statutory limitations on the number of people DOJ could use for
Vaccine Act work, and added that HHS also is not limited by legislation, Mr. Kraus
commented that while petitioners’ attorneys may be responsible for some of the delays in case
processing, HHS might consider improving efficiencies similar to the efforts of the Office of
Special Masters. Dr. Houston indicated that DOJ has 90 days to respond to a claim and rarely
violates that deadline, attesting to the fact that HHS is also responsive in the preparation of
case documentation. She offered that funding streams are very distinct between HHS and DOJ,
making it impractical for the two agencies to develop joint funding proposals. Finally, she
assured the ACCV that all three agencies were cognizant of the need for increased funding and
all are taking steps to address the issue. Mr. Matanoski relte%ategl) that Congress controls
budget approvals, and that DOJ could be reachmg the llmlt Qﬁﬁtll1ty of certain new process
efficiencies, like the SPU, because of increasing case vo! ume He noted that the marked

increases in caseload must be handled by a DOJ staff\thaﬁy\

cating t be increased because of a
static budget. With fixed staffing levels, pushmgx)@J Fesourcas ‘Qa ddress SPU cases to move
them along rapidly, necessarily means that ot e,'b,e\ées are receivin §1€>SS resources and focus.

A“'.;‘
Dr. Feemster expressed appreciation fo}\t &presentatmn relteratlhg,; eI previous request
for recommendations from the ACCV that mlght i port ﬂ‘lﬁ éh;orts of the ag@h;clgas to expedite
claims processing, Mr. Matanoski ¢gmmented that DO hﬁimg requests havéibeen finalized;
however, he was open to the ACCV&E.iﬁputafgr the nextﬁih gng cycle.

&:&'3\\ \2’«\. ‘:“:\‘.\‘ ' ﬂ":{\

Report frem the Process Workgroup, {Ms Lﬁlsﬂ‘a\dela Ros\% CCV Member

\¥ ""\“““\j\\x\ .
Ms. dela Rosa,z ’%&\ \t\ﬁ) the W01k: Si ngr&%?’o \‘;ﬁovgmbel 21 and discussed the status

of appointments to e ACCV nues to be% ﬁ’;dmg Issue) Steviewed past and future
activities, and discuss ‘“dt e May QQ ACCVY 15}"" ycess Workgroup recommendations. Three
continue to be of inter es%t \, e we ( gu - the\sl.‘%}tlte of limitations, the increase in the
benefits cg ‘g{\r& heappoin S 61 mﬁx& Wé‘é‘g}ne mj\fned\adult to serve as a member of the ACCV,
The rer%gl ihg \61\1’[‘.11?&1 SS ‘[IIf\ . DOW than»ﬁ'\ié wei‘e when originally put forth, and the
wmkg? p agreed that f% actii those re‘ogmmendatlons could be deferred. Ms. dela

Rosa State at the workgx‘*ou had \u}\%t:d that Dr. Houston provide information about what
ador

transpires a e Secretmy T gi(\‘-:‘elves al recommendation from the ACCV.

: \ x“zx‘
A rep@?ﬁtwe of the N f.}onal Association of Pediatric Nurse Practitioners explained
that the association u\p rts a P%nate immunization of all infants, children, adolescents and
adults; and supporis as i\lacn\cggg}er families who have experienced debilitating vaccine injury of a
family member. a%:@w

Another issue discussed by the workgroup was how to gather information through
surveys in face of regulations that require extensive and time-consuming review and approval of
surveys. Ms. Overby explained that there is an exemption in the Vaccine Act if the survey seeks
information that would be required to implement the Vaccine Act. Former ACCV chair Dave
King, had suggested establishing a workgroup that could address issues related to that
exemption.

During discussion, asked about the progress toward approval of new members of the
ACCV, Dr. Houston stated that inquiry was made of the Secretary and it has been clarified that
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there is a 6-9 month process to select nominees (which began in September 2014). Three
nominees were put forward for approval. That could mean that current members might be asked
to extend their terms.

Dr. Feemster commented on the prior discussion of seeking more resources, suggesting
that the Process Workgroup could add that issue to its agenda. Mr. Kraus suggested that,
although the workgroup’s role is not clear, the issue could be placed on the agenda for the next
meeting.

Report from the Adult Immunization Workgroup, Dr. Sylv1a Villarreal, ACCY Member
P
Dr. Villarreal reported that the workgroup would mx Y:i‘a teleconference as required.

Dr. Feemster, Ms. Williams, Mr. Kraus and Mr, Smith ggiée :;‘utt\zl&\to participate on the workgroup.
She stated that Ms. Herzog would provide a table 1denf Tying ¢l ]jjld and adult vaccines not
covered by the Vaccine Injury Table. She deﬁnedma@,ul’{ as bein \iig" cast 18 years of age. One of
the issues to be addressed will be including aduh\;a;l ifiiunizations 11\1‘\11:@ VICP, which is not the

ymit a more formal

case under the current legislation. Dr. Vlllalrealzsted that she would %
proposal for the objectives of the workgroup. \

AR S,
Review of Vaccine Information S@gtements (VIS) Vi i\% Wolfe, CD \‘:i:‘g‘
.3":' “‘i:‘{":‘g&\ﬂ N

Mr. Wolfe stated that there wot %ng:tWo mﬂuenza VIS s to review, neither of which has
been significantly changed. The last ti %% ere‘wa@g:\r\ 181011 1n 2013 and that VIS
pertained to the current 2%\3 2\14 flu seasg 1. St;, the V \QSS revised annually to
include information ab he,«» p Seif ific ensuif \ﬂ %%&‘ gﬁ\\\ﬂowever he objective now is to make
G “\.’ h p

the VIS more generdliiwithout cﬁS\Bmizmg 1t\ﬁt ¢ PR

‘ Specific ﬂﬁ :season, therefore making it a
more lasting documentih; could ‘used for se%éi‘al years. He noted that the title of the VIS
included the terms “maca’v@ted an xrecomblna f The latter word was suggested by the
subject mattShexp RILS, even"“ﬂi'“\gﬁ”&ﬁ%&é%e Va001 ea(f lublok) is a recombinant vaccine,
Whethg@xeﬂvaccmé\ i om ° h t tild not be of concern to the recipient. Of
concer \‘119 ‘whether a Vabc- i I, contai ; ‘1ve virus %md none do, and that fact is clearly stated in the
VIS, Durii g\,the dlSClISSIO%l“t":' nggestlon that a phrase used in other VIS that pertam to
i

recombmanhé,ym,éi; cines might b easwl tomndel stand — vaccines made with parts of the virus,

3

3\%11831011 should be included about infants under six months of
age who cannot recet and are therefore vulnerable, Mr. Wolfe commented that,
since only prospective x‘facc\lpxe\-‘301p1ents receive the VIS, the parents of a very young infant

would not. There was a s Eg‘éstmn that the term “infants” should be include in the sentence that
begins, “Flu is more dangerous for some people.”

Ol

Mr. Wolfe commented that in the second section an infroductory sentence emphasizes the
importance of receiving the vaccine annually and reminds parents that children may need two
doses. He also stated that a suggestion by Mr. Kraus to change the wording in a sentence about
thimerosal was inadvertently overlooked, but the changed wording would be included in this
revision: Studies have not shown that thimerosal is harmful (instead of studies have shown that
thimerosal is not harmful). Mr. Smith noted that in the VIS for live attenuated influenza vaccine
(LAILV), which can be given to individuals two through nine, there is a statement that it may be
given safely at the same time as other vaccines. That is not included in the VIS under review.
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Mr. Wolfe agreed, noting that administering such vaccines in combination is an issue that parents
are concerned about.

Dr. Shimabukuro suggested that, to clarify that inactivated or recombinant vaccines are
not the same thing, the second sentence in the section be clarified to read: Inactivated and
recombinant flu vaccines are given by injection (or shot) and do not contain live influenza virus.
There was agreement that the revised wording was easier to understand, and further agreement
that the term “recombinant™ is a technical term that might be eliminated.

In Section 3, Mr. Wolfe noted that specific allergens, which were identified in the current
VIS, had been removed since it was revealed that lay readers {(@E\“@ confused about whether the
list was complete. Mr, Wolfe stated that there were no subgﬁa@lve changes in either Section 4 or
Section 5. Dr. Shimabukuro pointed out that, in Section. “&\h‘e\@&tatement that shoulder pain being
rare is true, but in fact the condition may become chrofiig: e“?“éQ\ ested removing the words

w‘ T
“and is temporary.” “.;,‘:tk
‘5

Under Section 4, there was a brief disqi ss Yabout moderate pr A\blg‘ms and there was
agreement that the latest data indicate that 1ecei\§f\4%g flu vaccme in cornblfk ion with
pneumococcal vaccine and/or vaccines contalmn\ﬁ'*) tap, mg X rease the ri§ {\,&of febrile seizures.
Therefore, there was agreement that, &) tgp contalmn\g‘»y\a@g\rg S should be adzleqz\to the first

sentence. \\%g

5 \Kfe standardy] }or most VIS, and there had been
-JRDS %%pns.

\“%

Mr. Wolfe stated that Sectlons 5\

extensive discussion in thgpa@t to arrive a
F

Moving to th’é{ ?ranasal \i:ifﬁs

Efﬁd that Se‘éhon 1 Was%&?'éxntlcal to the VIS just reviewed. Section 2 had

statement, Mr. Wolfe 1 dent
been revised to include a° chin ) ttenuated?’%\and provide the age range for receiving the

vaccine. It\’*‘_“}Y “‘%\: qi%hat thi eﬁti ?&Q{ VII‘IISES in the vaccine were weakened to prevent
causmgel\ﬁm repeateds i?l:here Wasiagr cementt “’qt th‘e second duplicative statement should be
remov%‘a ‘\%ut that for emﬁl’i \flS thetr\\e almng s\ét%ent should be in boldface type.

\

\.,,
In \S%ﬁon 3,a rat1ona\l\e.« as a& ¢d Lo the statement about waiting four weeks between
receiving a sectmd Jive Vaccmé“%’chat is, viccines may be less effective if given too close
together in time. x.'}é‘ls@& in the samigisection, there was a recommendation to clarify giving the flu
shot instead of the n: %\a flu vagb'me to children with asthma or wheezing ploblems since that
applies only to chlldren i 2‘*&4 Dr. Shimabukuro suggested that a risk warning concerning
asthma/wheezing should g?a iiNcction 4. F inally, Mr. Wolfe stated that the VIS must include the
wording regarding the risk of death, but he welcomed any rewording that would make the
statement less threatening, As before, Sections 3, 6 and 7 are pro forma for all VIS.

Mr. Wolfe expressed appreciation for the Commission’s comments and
recommendations.

Update on the Immunization Safety Office (ISO), Centers for Disease Control and
Prevention (CDC) Vaccine Activities, Dr. Tom Shimabukuro, CDC




Dr. Shimabukuro noted that he would summarize the October 2014 ACIP meeting,
outline Clinical Immunization Safety Assessment (CISA) research studies, and discuss recent
publications germane to vaccines. Currently there is a published Federal Register Notice inviting
public comment on the revised Vaccine Adverse Event Reporting System (VAERS) reporting
form that will allow public comment through January 23. Then final revisions will be made and
the new form 2.0 will be incorporated into the information technology platform. Once
implemented, and after a reasonable period of reporting under the new form, there will be a
review of the results comparing the old form with the new form.

Dr. Shimabukuro commented that the ACIP meeting also included a summary of the U.S.
Fhu Vaccine Effectiveness Network. The highlights of that preggitation showed that, during the
last two flu seasons the relative effectiveness favored the l{ € t;‘éryluated influenza vaccine
(LAIV) versus inactivated vaccine (ITV) in young childr; qn&, here is a recommendation that
LAIV be used in young children if available, but vaccﬁla fon shéuld not be delayed, so 11V could
be used if there is a scarcity of LAIV., In the last u{gqason (2013% 14) relative effectiveness
favored IIV. Finally, data showed that HINI é‘pledommant vﬁ‘us in 2013-2014.
Medlmmune reported a post-llcensme study s@; ng Slgmﬁcant Vaccfﬁe’ bffectiveness for

System was approved in August 20i{{ At infor iem
Apparently as effective as standard néedle mgect n, its use*_lf
because most of the product was alr eadif‘ 13’{11“1‘)‘11%& \Althou i EIJGOUOII site reactions were
more frequent with the P{ stem, other 16%(@130118 W r\ mpara Iefwlth standard needle
injection. Finally, patxgjaj;s an health care ﬁf‘éyldel,%%) A ;; {o.be sa‘usﬁed with the needle-free
process. \:i > i R\ m\\t‘
%\%“:ﬂ x“:‘z"ﬁ "

Dr. Shimabukuro é\ataﬁd topaéf‘ﬂlg?{%CIP upéﬁe also included an announcement that
Novartis Sub Witte‘@& blol \\:l“ m%axﬁx‘h\%lon for! r» ersons 10 to 25 years 1o receive Bexsero,
a menit g ;e_ dcca sef@ ogp B e in t¥ a\glbsqs “Ii is the same vaccine used under an
Investig“é{g\ onal New Dm:‘* lN D)\p}¥ col in théﬁ’rmceton University of California at Santa
Barbara 0t ib;,eak He reit rated th uncement that Trumenba was appr oved in October, also
for 1nd1v1du‘a’l§x10 to 25 years\of age aﬁ\a hree—dose series.

\%x o

Finally, D ;\ mabukuro»stated that a clinical trial of a 9-valent HPV vaccine showed

that it was well tolefaise i; i n yoyil i “imen and women, and switching to that vaccine could prove

cost effective. Approxé&@xpemed in 2015.

*{'ﬂ«:‘,

he current season has been limited

Concerning the CISA studies, CISA is a collaboration between CDC and seven medical
research centers that conduct vaccine safety studies. Dr. Shimabukuro noted that the studies can
be reviewed on the web at clinicaltrials.gov.

Dr. Shimabukuro mentioned six publications of interest, including:

o Haber et al, looking at post-licensure analysis of VAERS surveillance of
trivalent live attenuated influenza vaccines in adults, suggested there was little
concern, except for a higher than expected incidence of GBS;




e aber et al, is a follow on to the Haber study concerning reports of expired
LAIV vaccine being used (although LAIV has a relatively short expiration
date from season to season, which is a mitigating circumstance);

e Kharbanda et al, described a study of the association of maternal pertussis
vaccination with obstetric events, showing that Tdap did not appear to be a
risk for increased risk of hypertensive disorder or preterm or small for
gestational age at birth;

e Duffy et al, described a study showing that influenza vaccines containing
A(HIN1)pdm09 virus strain were not associated with an increased risk of
narcolepsy;

e Tartof et al, discussed a study of inpatient admissi g\\for febrile seizure that
showed no difference in children with vaccine- -ab Bﬁ1ated febrile seizure and
non-vaccine febrile seizure; fs%m e

\\‘u‘x g

e Kharbanda et al, analyzed increased uptakeqﬁ“T da;%;g yerage in pregnant

women following the California Departmg}nt of Public® {‘“ h
recommendations, @%{3’?\ e
w{"t\ ' i,
"vb' “‘3;'\\
Update on the National Institute of Allergy a\n ;[Enfectlous%seases (NI AlD), Natlonal
Institutes of Health (NIII) Vaccme Actlvmes, MS.}:"@‘laire« Chuster, NIAI

S DN

E <
o L
Ms. Schuster explained that NI\Icontlnues to St "port and conduct research on
diagnostics, therapeutics and vaccmesﬁb Eba@ NIAID sﬁ‘ﬁ“” i 1ncludes work in West Africa,
participation in World Health Orgamzati sand Uﬁ?éd\N ation$p llcy meetings, collaborations
with pharmaceutical 00{1\1 ’%\1 gnd vaccin atv{;anufaglf‘“*é“j,ﬁ, sup]%]:t\:‘for Comm1ssmned Corps
officers assigned to %\""” de clit B 2] care pws. :

interactions with Coi e s and th\‘ pfybhc

NIAID. is supportl\ng Q:n;gﬁ@gi@}s on can\id te vaccines for Ebola, including one co-
develop Y:N Qd Gl “”ith\K\l 1n1ca\t:test1ng began in September 2014. The

Vaccme %‘%ell to‘ieig e@ and i)r uced 1mmLﬁ tesponses in the 20 adults who participated in

this tr i%l@ltmnal defht\e av"aﬂa\i\e on the\[\:f\IAID web site.
Y

NIH 18 oollabmatmg \Depa frfi%nt of Defense in supporting NewLink Genetics Corp.
in the conduct of Rbase I mvest@aponai studies of the recombinant vesicular stomatitis Ebola
vaccine, VSV- ZE\B(@Y.\ This ¢ @date vaccine was developed by researchers at the Public
Health Agency of Cx'h da, Clit Gal irials began in October at Walter Reed Army Institute of

Research and at NIH, evi y}‘g@g?he vaccine for safety and efficacy.

NIAID recently sponsored a Phase II clinical irial to look at a candidate vaccine for
H7N9 avian influenza, which prompted immune responses when the vaccine was mixed with an
adjuvant. The trial enrolled 700 healthy adults at four sites in the U.S. The experimental vaccine
is made from inactivated H7N9 virus. The results of the study were published in the Journal of
the American Medical Association in October 2014, Finally, NIAID has awarded seven
contracts to medical research institutions to discover and characterize new adjuvants. Total
funding for the contracts could be as much a $70 million over five years.




Collaborating with the Bill and Melinda Gates Foundation, NIAID co-sponsored a
conference on clinical research in pregnant women on September 29-30, 2014. The objective, in
the context of pregnancy research, was to identify knowledge gaps in the context of global health
vaccines and antimicrobials; and to develop research tools to support the demgn and
implementation of clinical trials to respond to those gaps.

Update on the Center for Biologics, Evaluation and Research (CBER), Food and Drug
Administration (FDA) Vaccine Activities, LCDR Valerie Marshall, CBER, FDA

LCDR Marshall reported that in September 2014, the package insert for Menactra was
revised to include safety and immunogenicity data to support/l\(léhacﬂa re-vaccination in ;
individuals 15 through 55 years of age who are at contmued;"" kifor meningococcal disease if at
least four years have elapsed since the prior dose. 3

In October 2014, the FDA approved Trumeriba, %he ﬁlSt Vi :‘ ine licensed in the United
States to prevent invasive meningococcal dlseasa“:‘c?aV ed by Nezsseria%xenmgltzdes serogroup B
in individuals 10 through 25 years of age. 5

In December 2014, a public workshop, “In‘i’_ beola Virus
Infection,” was jointly sponsored by:ERA, NIAID, "ﬁef&“ ent of Defense, CL (}‘“cmd the

Biomedical Advanced Research and: @b‘i}elg yment Authtﬁ*@f (BARDA). The purpose of the

T

workshop is to discuss the Ebola Vlruﬁﬁd‘vgcclge immun ogy to help inform future clinical,
scientific and regulatory decision- makmg*telatédv oidevelopni ﬁtﬁgf vaccines to protect against

§ S Yl}-‘i.‘:::: ) :‘\x&‘&’ . g \

Finally, in l\@fiﬁiﬂ?ﬂlS ‘E es\%accmes m %Rt\élﬁted Bmﬁ;ﬁical Products Committee
(VRBPAC) will meet ({ @nSIder rqummendat},é“ﬁ:s\ for the selection of strains to be included in
the 2015-2016 influenza ée"a;éon Va%‘@me \’*\\

.,,::s’», \\Q\"\:-S'-@\ i ‘%&,& %&&x\&a‘. ::\,
AR S S o
Update;[:rom the atpa‘nal Vaccmg Program‘?f ic6"(NVPO) Vaccine Activities, Dr. Karin
BOk, N‘{“ ’3‘;\»%;"%’{:-_0 \\:} ‘:\l‘:"‘%\‘%‘ Ry %‘%"
‘1{%}{(’ E\\ & “‘:\‘x

Dr., lcﬁéleported that" NQXEPO is &kmg with the Adult Immunization Task Force (under
the direction on\\Ti*e HHS Assm:t “# Secr et;?y for Health), to develop a plan to promote a higher
uptake of vaccines: yx adults Adqlts significantly lag children in compliance with immunization
recommendations. Th g%g ng through clearance and should be launched in early 2015.

Dr. Bok noted thai‘ific: eptember 2014 NVAC meeting included a session on maternal
immunization, and NVAC has created a Maternal Immunization Working Group to identify
barriers and opportunities to overcome those barriers and for developing vaccines for pregnant
women. The new working group follows on a previous working group that was focused on
access to existing vaccines by pregnant women.

Public Comment

Dr. Feemster invited public comment,
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Ms. Theresa Wrangham, representing the NVIC, expressed appreciation for the
Commission’s correction of the September 2014 minutes by including the NVIC’s letter
submitted at that meeting. However, a second correction was not considered, that of clarifying
the participation of the NVIC in the Process Workgroup. That request was sent to ACCV staff
and Ms. Wrangham asked that the e-mail request be distributed to the full Commission and that
the submission of the request be included in the corrections to the September minutes. '

Ms. Wrangham stated that the law provides for the information submitted by NVIC be
made available to the public. The information would lessen any “new efforts” to implement
existing legal reporting requirements. However, if such implementation is necessary, it should
not be constrained by budgetary limitations or by defining the 1ﬁ1\'plementat10n as optional. The
public should be able to access information easily. & y’

With regard to the GAO report, the ACCV ca ’%ﬁi\\%}’ é@%mmendatlons for adequate
funding to handle the increased caseload. Howevg;, ghe ACCV shé“u\ld consider the GAO finding
that increased caseloads are related to increases i \ftable injury petﬁ;gns which is linked to
adding vaccines without adding related Vaccnfé;ii %rles Ms. Wr. angham\’i'e{mmmended
providing adequate funding for independent resemch to 1dent1fy who is atiisk for vaccine 1njury,
properly compensating those injured, and deveiop‘l ‘;g‘; 01@@1;@11 on p1even¥i§g of such injuries
in the future. Further, the ACCV sh@;[l consider the' "”\‘tié‘ns of reliance on "clge
epidemiological data used by surveills Q ‘f‘f‘gy tems such \a\ﬁ\%le Vaccine Safety Datalink (VSD),
which do not include the biological datg“ X‘nskg tions. Th ACCV should also be concerned

about the limited access to VSD data b}> depe t\‘researa]eggg‘ which hampers independent

_G

replicability studies. ,‘&%‘%‘\ | “%%} a‘%
- ‘%
Ms. Wrangh \-?“‘ tated 1:h NVIC sed to ‘Bnlng statement in the Vaccine

Information Statemen W itle Ld “Wh}\%et vaccﬁaf“e ‘?” The VIS should provide factual
information on vaccine t \i\?@ xand gghg@ts and thz}f Statement appears to be a bias in terms of
“selling” 1@? gkqn ¢ :ﬁ\ %i“‘\t DR \I_'}e‘MIS sz lso too short to provide complete information
about thewaécmaﬁo \ie stn ‘\%F;he VﬂCClﬂGWlQZdUCf“]]‘ISGIT should also be made available as an
attachfﬁe to the VIS. @ o‘ﬁce rni g%@e meeting’ ﬂi§0u3310n of the flu VIS and the claim that there
are ma@“‘ﬂ : eaths Ms. Wi ajigham ellsthele should be clarification that the flu deaths are
actually th\}e t of flu dlagri(")sis and b’t%lu—hke illness, since the latter could inflate the

number of deat »; :and be m1slea{img

R %:\\k,
S

;‘_.,

v,"

There were 1o Rfl‘gj‘[hel lgtqixﬁ sts to comment.
LY,

Future Agenda Items/NeW\B siness, Dr, Kristen Feemster, Chair, ACCY

For clarification, Dr. Houston stated that the cwirent nominee cohort of three prospective
members was forwarded to the Secretary in September 2014, making it possible that those
nominations could be approved by the next ACCV meeting. An invitation for nominations for
the second 2014 cohort will be published in the Federal Register in the next few weeks.

Dr. Feemster suggested that consideration of a recommendation to increase funding for
the program, to enhance processing the increased number of claims files, be included in the
March meeting agenda., The Commission agreed that would be an appropriate topic for
discussion.
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Adjournment

On motion duly made and seconded, the Commission unanimously approved

adjournment.







Vaccine Injury Compensation Trust Fund

Balance as of December 31, 2014

$3,510,291,872.74

Figures for October 1, 2014 — December 31, 2014

Excise Tax Revenue: $50,119,000

Interest on Investments: $15,566,195

Net Income: $65,685,195

Interest as a Percentage of Net Income: 23%

Source: U.S. Treasury, Bureau of Public Debt
February 3, 2015
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February 2, 2015

. US. Départriant of Health and Human Services

Haalth Resolitces st Sefvices Admintatiatior

National Vaccine Injury Compensation Program Statistics Report
For February 2015

Petitions Filed

““Fiscal Year 52| “iTotal =
FY 1988 24
FY 1989 148
Y 1990 1,492
FY 1991 2,718
FY 1992 189
FY 1993 140
FY 1994 107
FY 1995 180
FY 1996 84
FY 1997 104
FY 1998 120
FY 1999 411
FY 2000 164
EY 2001 . 216
FY 2002 a5y
FY 2003 2,592
EY 2004 1,214
FY 2005 735
FY 2006 325
FY 2007 410
FY 2008 417
FY 2009 397
FY 2010 448
FY 2011 386
FY 2012 401,
FY 2013 503
FY 2014 633
FY 2015 232
Total 15,747
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Department of Health and Humam,gemiges

Hedlth Resatirdes and Services Administratlor

Adjudications1

- Fiscal Year Compensable | Dismissed | Total :
FY 1989 9 12 21
FY 1990 100 33| 133
FY 1991 141 447| 588
FY 1992 166 487| 653
FY 1993 125 588 713
FY 1994 162 446 608
FY 1995 160 575| 735
FY 1996 162 408 570
FY 1997 189 198| 387
FY 1998 144 181] 325
FY 1999 98 139] 237
FY 2000 125 104] 229
FY 2001 86 87| 173
FY 2002 104 103| 207
FY 2003 56 99| 155
FY 2004 62 233| 295
FY 2005 60 121) 181
FY 2006 69 191| 260
FY 2007 82 121] 203
FY 2008 147 134] 281
FY 2009 134 231) 365
FY 2010 180 293| 473
FY 2011 265 1,370 1,635
FY 2012 261 2,439| 2,700
FY 2013 366 627 993
FY 2014 357 167| 524
FY 2015 127 33| 160
Total 3,937 9,867 13,804

'Generally, petitions/claims are not adjudicated in the
same fiscal year as filed. On average, it takes 2-3 years to
adjudicate a petition/claim after it is filed.

Page 2 of 10

February 2, 2015




0} Jo ¢ ofieq

£S'6CT'VIT68TS | 88°€08'8L6°TS  [2Z S6'652'9338°TS 99 OY ¥rL'T96°SS 0S TPE28E6LTS  |ELT 0TOT Ad
9 70L SPESSS QSTIETHTYS  |8C €S'6ET'LSSTS 9g 86'TTL FO¥'SS 8506V TVT VLS TET 6002 Ad
97" T06°9€S'E8S TES9T'LTTS z 9Z'€TETIS TS €L €8'0LLT6T'SS 90'7SS'9TLSLS IPT 8007 Ad
TS'809°S/T°/6$ 00°0% 0 §ZT'020°Z69°TS 19 LEFSTPEO DS 68 SV 6T T6S 78 £00Z Ad
LEV66°07S'2SS 00°0S 0 19°ZE9°ESETS ¥S TO66T TP TS VLTITOVL 8BS 89 900Z A
£€°8V0°TSS 658 00°0% 0 6T /85°06LTS IL £0'799'769CS TO'L6L°S90°S5S ¥9 S00Z Ad
T804 TTT'99S 00'0% 0 96'5T9'86T°TS 69 §9°87E6/0°ES 0T'v9/'€E6'T9% LS 007 M
190°059'6059°L8S 00'0% 0 L8YS9SYSTS 69 TUSSLUPTES £0°0v2'918°78% 99 €007 Ad
£0°8YY'60T €9S 00'0$ 0 6L 7T 9598 0s 6%°865'E59°TS 6E¥09°66. 655 08 200Z Ad
TUETL'STIETITS 00'0S 0 L9'¥27'990T$ LS 88'G98'c/EES 15'7£9°8/8°S0TS  |L6 T00Z Ad
VL STOT8LTIELS 00°0S 0 80 ISYYELTS 08 TO'69ETITYS Y9°961°SP6'SCTS  |9ET 000Z M
9/'8vS¥Z0TOTS 00°'0s 0 0% £S6'90E2S LTT G8'0T6'66L'TS 15°089°£16'96S 96 666T Ad
YT ESEVRYEETS | 00°0S 0 05'S90°9€6'TS 174" §5'8LZ'200'S 6T'600°90S22TS  |S9T 866T Ad
6S¥/8'/6E6TTS 00°0s 0 $1°8IV'6£8'1S 474" LLY8T'868°ES 89 TLT'0CYETTS  [6LT L66T M
68°6/9°688°S0TS 00°0% 0 TLTITPIETS 9t¢ 96 TEZ'960°ES 7T'See’sTy00Ts |€otT 966T Ad
T9ZLIPTOOTTS 00°0% 0 TE9ET9/TTS 12¢ [S0LL'TS9ES 7L°99T°S80'70TS  |69T S66T Ad
£1°209'68870T$ 00'0% 0 8€°L75'99T°ES qgg L9°6LT°T/SES 80°006'TST'86S 891 ¥66T Ad
86'€66'7OV'STIS | 0003 0 SO'€LT LYY TS (A4 90'€SYTITES L8/9T'€69'6TTS  |T9T £66T Ad
T¥'929'752'36S 00°0S 0 T LL9°2TT'TS 81T L6'LT6'TOOES Q€' TL0'8ESVES 0€T Z66T Ad
87'T90°7¥8'36S 00°0% 0 1T 608°961S o€ T16°'85L79€TS 9T"€61'086°56S ¥TT T66T M
£L'STT'689'7SS 00°0% 0 8¥'669°£5S t 6L'S00'6LETS 9t'07S'7STESS 88 066T Ad
TETOLTLETS 00°0S 0 00°0s 0 T L0T PSS 8L'7S9'LTETS 9 6367 Ad
i | swswAeq s1s0;
skepno jeaoy. | /5994 shat

_pied spiemy

ASELSRINIpY S25(AIS PUR SaTUA0SAY HYPaH

$a91A15G VRILN PUB YIERH J0 JUalHEdeq 'ST)

§L0zZ ‘g Aenugs4



0l 10 1 sbed

"P3jl} USB(Q SARY DUIDIBA 1BY] 0} pale|aJ
SWIR[2 3 Npe AUBW ‘S00Z W dDIA 241 01 PIppPE 2Jam (JEDA 28D $3NPE JO SJaquUny S54.| 0] PaJ1SIUILLDE SBUIDDBA) SOUIDIBA BZUSN)LU] 32UIS "paSUeD
sey uo11esuaduiod BUP}a9s US4p|Iyd 01 s3NPe 4o uoliedold By3 ‘sieah JUI334 UL dJIA SY3 01 pappe sauidoe SulARdal suojiendod ay3 01 anq,

*leah |easiy Ag pung 1snaL uonesusduwo) Anfuj auiodep

23 woly s1502/533) ,SA2uUJ0lle pue uojjesuadwod o) papuadxa Spuny O JUNOWe |2101 3y e SAR[INQ (2101, "19W 2.4 S1UaWalinbal [eUlUlW
Ule2 §l ‘1IN0 |yl Ag uoilesusdwod papleme s| WieD/uciiiad 3yl 10U JO JSYISYM ‘WIED Y3 03 PIIE[aJ 53507/599y sAsuionie Aed (Im dDIA SUL
-Jeah {eas)y Jad 51503/599) sAaulonie Joj sjuswAed JO Junowe [B10) 3yl pue sASUI01IE 01 stuswAed 1o # 9Y) 4] SIPN[2UL PISSIWSIE,, "2jgesuadwiod
paulLLIa1ap ale swied/suoiilad 3yt uaym se Jeah [easi) audes 3yl vt pied A|lIessa0au 10U 3Je 51502/533) ,SASULIO1IE pue spieme siauolllad JanamoH
129A (2251 & Bulnp apew J ‘stuswAed $1502/593) sAauL011e 3yl Suipnjaul ‘pled spieme Jauoiilad Jo Jaguinu ayl sl spleme 1o # ay[ "(14nod)

Swie[) [eJapad Jo 1NCD 'S Yl Ag 8pew uoisizep e 10 salied usam]aq JUaWs|11as B JO }NsaJ e se pled Uaag saey 1ey) swigp ale ___umummcmanu_q

eb'181°082°060°eS |80°09Z°2SL'8LS  |P2T pL'001°¢68'G98  [aZ6b GG'0L1°989°1Z1% |907059°8£0°983°28 |L¥6C [ejol
16'005'TE8°68S L6'98YYP0'TS (6T T0'990°'SPT'TS  |SP O TTI8 VLY VS €9°SETL90E8S LLT STOT AMJ
Oy'8/9'C5EECTS €L°09V'€6VCS  |8E 6/°6¥E'L08°0% S0S 79'6/5'c/6'LLE | ZT98TYB0T0TS |99t 10T Ad
T8'9€97ZV 9/2S v/ TS8'PSY TS |0S ¥8'8/2°0£69% €0L ESGLT'SELETS | 04°97E°999°5TS  1SLE €T0Z Ad
€1'LT6'1£9°98TS 66°LS20Z¥'SS ZE'T8T'TT9'8S LT0T 0988V Y0165 I8'866'T6V'E9TS  |6HT TTOT Ad

vy 69978V EETS T6'0LLT00°28 61 LTF'685'SS €0v L8TVOTLS6S Ly'8Ty'6TE9TCS 1T TTOC Ad

- m.ﬁ.mi.( ,

T pessiusig - T pasesuaduioy

_pled spiemy

§10Z 'z Alenige4




4.2




0140 £ abed

¥ 3 T T 0 AdO
14 [44 T T v/N ghrauienbuon
¥ 8 9T 8 8 0£2'870°TT e[|23MeA-HININ
T9T ¥L L8 ag 14" LT 9SS TIv'eL qAW
%3 ¥ LT ¥z Z 1 E9ETTH'8S [eadodo3uluay
T T T 099'GET LETEEETT
9 r4 ¥ ¥ 7S0'610'8S Adl
6LTT LLT T00T 8v8 18 74 000000716 LEEUBNHU)
8ST 4 V4 59 T 0T ¥25'052°49 AdH
6 ¥ S ¥ T 678°LTS'E8 dIH
06 8¢ Zs of o1 F4 9€T'028621 (g doH) g sinedsy
19 [vF4 1€ 44 € 9 08221771 (v daH) v sneday
¥ T £ T T T €85°96LY dlH-g daH
1T 4 6 6 GS/799°TT g doy-v deH
T 1 0 0 qIH-d1d
S z £ 4 T 0 d1d
LT 1T 9 9 968°065'6€ dIH-AdI-deld
T T 0 PLY'SET'T glH-deld
L9 8¢ 6¢ 8T L ¥ L61°6T6EY Adi-g daH-delLq
81 8L 90T YA 6T ££7'888'SL delq
€ LTETSY la

BT YT i -

 A%uolnad .

Ag pass|[y sumdep

5107 ‘'z Aenuged

[JUsdId 01 900T 1e3 Jepud|e) pajid swie|) 4oy duIdeA

JpRERS|ENIpY S33lAfRS BUE S3DIR05AY (ijesH

SI0ULISS UBWNH PUE LiEaH O JURLGIENe] 'S

Aq sali0391e) uonedipnlpy (dJIA) weadoad uonesuadwo) Ainfu] saudep [euonen




0l Jo g ofeg

11N02 3Y3 AQ SUOIIBUILLIRISP SUIMO||0) 93 JO 2UO U0 Jed ul paseq aJe suols|Dap 3NoD 3|qesuadwos ‘swie Anful iod «

(su2en ay1 Aq pasned jou sem Aunfu) ayj 1ey)l “§'a) uonesuadwos o]
P2JHIU3 30U sem Jauoniiad ayi ey uonisod s3 SUIBIUIBWE 31 JI USAS UOISIDapP 1N0D S1BWILN 3yl AQ Sapiqe SHH -$9pis 4ioq Ag paiuasasd asuapias
au1 BulySiam Jale uolsap eS| B sanss| ‘SWIE|D jeJapa4 JO N0 S31BIS PILUMN YT UIYLM ‘LN0D 3yt 10 1915eW [eads y tUQIS1IaQ 1IN0 «

paiesuadwod ag pjnoys uoiiiad syl 38yl $2UIWISIRP 052 LNo) 3yl 9jgel Anlu] suiaep
By} 4O BLIBYJD 3Y3 JO Jusw|jn} sHoddns asuapiaa sy 4o Aunlu] 53Ul pasned SUIIIBA 341 18Y] J0U UBY] A3l 2J0W S| M JBY1 ISR uoeuIuISlap

e SuIpnul ‘uollesusdwiod 0 PAJLIIUS $1 JSUOINIRd 9Y3 1Y) SIPN|IU0D MRIARI SHH 2U] "2Jn1BlSll| |edIpaW PUE J1LIUSIIS 3U) pUeR SpIcasl

[eoipaw Sulpnjaul ‘aausplAs Y3 4o sisAjeue pue malasd YSnoaoyl e Uo paseq paiesuadwioDd aq pinoys uoililad B Jeyl sOpNPUos SHH UOISS3IU0) «

"salped a4yl US9MISY IUBLIS(1I9S & 10 ‘(11no)) swie|) |edepad
JO 1IN0)) S91B1S PN 24l Jo a8pnl B Jo J93seW |eads B Ag WIBD 9Y3 JO S14SW Y] U0 UOISII9P e ‘(SHH) S201AI9S UBWINYH pue y3esH Jo uswiedag
3yl Ag ucIssaouos e YSnoayl paasiyde aq ued uoinesusdwon "dIIA 24l Aq Asuow pied sem wiepd e pa[ly oym uostad padnful ay] — ajgesusdwio]

:SNOLLINI4Ad
516'2 veL'L 122 2188°1 1 0Ll SEL'BL99ETT |e10] pURIH
Y44 0t r43 £2 9 3 6Y'STY 06 . B[|93LBA
[43) 6¥S £ [ T v/N ..u_uwc_umnm::
43 TT 1z 8T F TS0'9€8'E SNNVYLIL
£71 ¥T £TT L8 L 6T 278'90T SST depl
e 97 T9 0s 9 5 0£8CFL'SS PL
T T T SYSZTY e|[agny
LT g 12T ST 3 € €0T6TL 0L SnAIARIOY
6T €T 9 g T — a1e3nfuo)

LOT'ces cel {e33030WNaudg
uawaas|  uoispag unoo| i
r , : Aauonnad -
| | Aq pasayly aude
JEA

Aq salno03a1e) uonesipnlpy {dHIA) weidoud uonesuadwo) Ainfu] aupdep |jeuoijeN

5102 ‘Z Aenigs4




0l 1o g abed

"dJIA Y1 13PUN P2ISA0D JOU e UDIYM S3UIIBA JOJ P3|If StulelD,

"SJO1NGLISIP SUl| 15414 131 SB ||oM

SB S13INIeJnUell AUIFIBA BZUSINIUI PASUSI|-$N AY DD 01 popiacid B1ER S3PNIUI YoIym ‘WwaisAs Supppels Japuldn|d $,3Q0 WO} PSALIDP S4B Sasop N4,
‘pouad awil siyl Suunp painglisip 10U a1am SaUIddeA sissnsad |30 304ym,,

‘2dAl sujoea AQ 1ewio) 91e89438e ue u) pajuasaad sie elep

3Yl ‘puelq 10 JaINPeinuewl [erpIAIpU] Ue 30 AHIRIIUSPLUOI UIETUIBWL 0F JSPIC U| “UO[IEIISIUIWUPE SUMIEA JUSs31dal 10U Op pue UoIINGLIISIp [BUojEey
[ENUUE JU] JO 31BWIISS U 3piacad Bl1ep 3y "$I3JN13ENUBW SUIIDBA PISUID-SN Aq papiacid ElER UOENQUISIP Papodal-}]as aue $3s0p duUIIBA
‘uolesuadilos Jo sIseq aUl WIos Aell JO Pada)|e g ABW SSUIIIBA JSUI0 PUR ‘WIRD 3Yl Ul 1ouoiiiad syl Ag paas!| auIddeA 1811} 33§l SIYL,

_ SUNE]Z dJIA |IB 40 AlLo[BW B3 $9INHISUCD
MOU Yalym ‘S00T AINf Ul BZUSN|JUL 4O UOISN|IUL BY] B0UJS WiesS04d JUBLIND BY} JO Snjels a4l 198|481 O} PI1IR(as sem 3]qel siy} Joj d8ued 91ep ayL,

"B J8Y J0 SIY MBJpYyHM AJUBIUN[OA UCSJad paJnful Syl e

‘(quswiaiinbal AJuaaes s,21n1e1s 8yl JuileaW 10U puE ‘BUIDIEA
paJanco e SuiAl@oal Jou ‘auljpeap Suljis 2y} Sulleaw Jou se yans} siuawadnbas Aloiniels 1ayio Suilsat 10U 04 PISSILSIP SeM LI 3YL -

(81qEL a8yl uo paasl| salunful 104) 9jge] Ul JO SIUIANNDIL 341 199U 10 SUIIEA PIISACI

£ AQ (palearlS3e AJUeIlUEIS J0) pasned sem AUnful JUI 38yl S1RIISUOWIRP 10U PIP WIB3 SYI Pajl) OYMm U0SIad IYL JBY] SAUIWIDISP HNOD JYL »
:Buimo|[o) 3y apn|ou| SUQ|S[9P N0 3[qesuaduoI-LoN «

“Asuow pred 10U Aj21EWIN SEM WIB[I B P oym wosiad painiuy Yy — passiusig/aqesuadiulod-uop «

‘Alusiziys pue Appinb
9$ED B 3A|053J 01 saed Ylog Ag 24159p & pue fuoIsn[puoD 03 9sed e Buedill| yiim pate|oosse Isuadxs pue 2wl 3yl sziwiuiw o3 saided ylog
AQ 3J159p B {3[gRJISSP 240U JUSWIB[IISS JO AJUIRIIS2 2yi Bupjew LINoY) 3yl Aq uojsap e 0] Bulpa3d0ad Ul SSOf JO 3SII B 5] A4ay3 1ey) saiuied uyloq Ag
uojuB023J e {SUo|s|aap 1nod Joud Jo Uo[eISPISUCD Sulpn|ou] ‘suoseal Auew 0} JUSWS|118s Aq paajosad g AetU swie[) “Ainfu] Ue PISNED BUD3BA
241141 1No) aY1 AQ 1o SHH AQ UOISIISp & S p3zZIUaldeieyd 3¢ 10uUEd 210J913U1 JUSWSIes v -Aunfu] Syl pasned aupien syl Jey] JuUiWi3lap
10U $90P HNOD SY3 ‘SISEI PI[1IS UL ‘pue ‘saInfuf padaj|e s Jauoilad 24 PISNEI AUIDORA 3] 1BY] S9I[AISS UBWNH pue yijesH Jo Alelsusas 3yl Jo
$31RIS PalluN Yl AQ UOISSILUPE Ue 10U S| JUSWS|1SS SIY] ‘soied sy3 Usamlag JUSLUS|1ISS pa31elogau B BIA POAJOSDI S| UOI1Sd a3y, [JUSWID|IIDS

‘suoseas Adijod pue

J141UB13s 4104 10} S|ge] 3yl uo pIde|d SJe SUCIHPUOD 1BYL PRIOU 3d pinoys 1| “uojiesned Lo uojiduinsasd (e8| syl usaI8 si siuswaainbal
3|ge] ||e Buneaw pue 3|ge] 3yl uo pais) Anfui uy -Ainful 3yl paleaes3se AjJuediyuBis 40 PasNed 10U Ueyl A|SYi| 240W 3U132eA ]

01 pIeR.ur 10128} B 1843 USA0Id 10U SBY SHH pue ‘8jge] Anful aulpdep ayt ‘Jo sjuswadinbal ay) Jo || $1293W PUE ‘U0 palsy st Anful syl «

Jo ‘Aunful sy (paieaeid8e AjpuediyiuBls 10} pasnes 10U ueyy A3 SJ0W SUI3BA BYI 3BY] MOYS OF JUaDiNns Aj|e8a| s| 2ouSplAs BYL

5102 ‘z Aenugad



0} 10 g| abeg

"suoIsIoa( 5,4915eA [B123dS BT Ul pal1jIuap] Ja1k| saupdea a(diyjnuwl o) 313Mm STUSWS[119s 3yl pue ‘(s}a1ls UO[BUIDIBA U1 1B UOIIBWIO) S5925qE
PISNED 1213 SUIDIRA PILHIUSPIUN 3|CI1NW J0J SEM UOISSIIUOT SY L "UOITEUIWLIZ1OP [eRIUl Uk )W 0] JaUOCIIIad A PATIIWIGNS UOKEWLIOJUI LUSBIYNSU],

§LOZT ‘T Aenigey






5.1




The National Vaccine Injury
Compensation Program (VICP)

Division of Injury Compensation
Programs Update

Advisory Commission on Childhood Vaccines
March b, 2015
A. Melissa Houston, M.D., M.P.H., F.A AP

Department of Health and Human Services
Health Resources and Services Administration

ACCV Meeting Highlights

Update from the Department of Justice Vaccine
Litigation Office

Report from the ACCV Process Workgroup
Report from the ACCV Adult Immunization
Workgroup

Review of Vaccine Information Statements

Updates from ACCV Ex Officio Members — FDA,
CDC, NIH, NVPO




Number of Petitions Filed as of February 2, 2015

Average annual number of pefitions filted during FY 2010-2014 =474

FY 2014




Adjudication Categories for Non-Autism Claims
FY 2013 - FY 2015 as of February 3, 2015

- $21,758,310

srmme

'FY2014 | $202,084,1%
Y - $83,067,135

$6,764,365 -




Vaccine Injury Compensation Trust Fund

+ Balance as of December 31, 2014
— $3,510,291,872.74

« Activity from October 1, 2014 to December 31, 2014
— Excise Tax Revenue: $50,119,000
— Interest on Investments: $15,566,195

Net Income: $65,685,195

Interest as a Percentage of Net Income: 23%

1

Source: U.S. Treasury, Bureau of Public Debt {February 3, 2015)
7

Significant Activities
Status of VICP Regulations
National Vaccine Advisory Committee
« February 10 & 11, 2015

Advisory Committee on Immunization Practices
February 25 & 26, 2015
Measles Inquiries from the Media
Information on ACCV meetings, presentations and minutes
can be found at

http:/iwww_hrsa.gov/vaccinecompensation/commissionchild
vaccings.html




Public Comment/Participation in
Commission Meetings

Annie Herzog

Parklawn Building, Room 11C-26
5600 Fishers Lane

Rockville, Maryland 20857
Phone: 301-443-6634

Email: aherzog@hrsa.gov




5.2




2/20/2015

Report from the
Department of Justice

March 5, 2015

Vincent J. Matanoski
Deputy Director, Torts Branch

Statistics
Reporting Period: 11/16/14 — 2/15/15

I. Total Petitions Filed in the United States Court of Federal
Claims this reporting period: 154

A. Minors: 23
B. Adults: 131




Statistics
Reporting Period: 11/16/14 — 21515

II. Total Petitions Adjudicated this reporting period: 142
A. Compensated: 117
i. Cases conceded by HHS: 22
1. Decision awarding damages: 0
2. Decision adopting Proffer: 22
3. Decision adopting Settlement: 0
ii. Cases not conceded by HHS: 95
1. Decision awarding damages: 0
2. Decision adopting Proffer: 3
3. Decision adopting Settlement: 92
B. Not Compensated/Dismissed: 25
i. Decision dismissing Non-OAP: 20
ii. Decision dismissing OAP: 5

Statistics
Reporting Period: 11/16/14 — 2/15/15

lll. Total Petitions Voluntarily Withdrawn this reporting

period (no judgment will be issued): 2

2/20/2015




Appeals: U.S. Court of Appeals for the Federal Circuit

Recently Decided Cases

Appeals by Petitioner:
m Flores v. HHS: Affirmed
m Koshn v. HHS: Affirmed

All decisions are available on the CAFC’s website: hilp:/iwww.cafc.uscourts.gov

Appeals: U.S. Court of Appeals for the Federal Circuit

Pending Cases

Appeals by Petitioner:

m Hirmiz v. HHS* (Entitlement)
Griffin v. HHS* (Entitlement)
Crutchfield v. HHS* (Entitlement)
Stillwell v. HHS* (Entitlement)
Simanski v. HHS (Entitlement)

Appeals by Respondent:
= Falick v. HHS (Entitlement)

*Yellow cases are new this reporting pericd 6

2/20/2015




Appeals: U.S. Court of Federal Claims

Recently Decided Cases

Appeals by Petitioner:

Moriarty v. HHS: Affirmed (Entitlement)

Lerwick v. HHS: Affirmed (Damages)

Mosley v. HHS: Vacated and remanded (Entitlement}
Castaldi v. HHS: Affirmed (Statute of Limitations, Entitlement)
Hirmiz v. HHS: Affirmed (Entitlement)

Alf decisions are available on the CFGC’s website: hitp:/iwww.uscfc.uscourts.gov

Appeals: U.S. Court of Federal Claims

Pending Cases

Appeals by Petitioner:

Barlcay v. HHS* (Entitlement)

Santini v. HHS* (Entitlement)

Rowan v. HHS* (Entitlement)

Milik v. HHS* (Entitlerent)

Somosot v. HHS* (Attorneys’ Fees and Costs)
-Confreras v. HHS™ {Entitlement)

Spahn v. HHS (Entitlement)

Guerrero v. HHS (Attorneys' Fees and Costs)
Godfrey v. HHS (Entitlement)

D'Angiolini v. HHS (Entitlement)

*Yellow cases are new this reporiing period B

212012015




Scheduled Oral Arguments

U.S. Court of Appeals for the Federal Circuit:

s None scheduled at this time

U.S. Court of Federa! Claims:

m None scheduled at this time

Adjudicated Settlements*

Reporting Period: 11/16/14 - 2/115/15

Brachial plexopathy,

*Terms of setlement are memarialized by Stipulaticn (confinued. . .)

10
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2/20/2015

Adjudicated Settlements*

Reporting Period: 11/16/14 - 215156

*Terms of settlement are memorialized by Stipulation (continued. . . ) "

Adjudicated Settlements*

Reporting Period: 11/16/114 - 2/15/16

*Terms of setflement are memorialized by Stipulation (continued...) 12




2/20/2015

Adjudicated Settlements*

Reporting Period: 11/16/14 — 2/15/15

“HPY. Td -Guillain-Barré Syndrome

Barré Syndrome

*Terms of settlement are memorialized by Stipulation (continued...) 13

Adjudicated Settlements*

Reporting Peried: 11/16/14 - 2115/15

ting cardiomyopathy, *
oot, which caused death

1'year, 4 months

old arthritis

*Terms of settlement are memorialized by Stipufation (continued . . . ) 14




2/20/2015

Adjudicated Settlements*

Reporting Period: 11/16/14 - 2/15/15

uillain-Barré Syndrome : o year‘,‘s_mq_nths' :

*Terms of setlement are memorialized by Stipulation {continved. . . ) 15

Adjudicated Settlements*

Reporting Period: 11/16/14 — 2/15/15

2 years, 11 months

Lyear, 2 months

*Terms of settlement are memorialized by Stiputation {continued. .. ) 18




2/20/2015

Adjudicated Settlements*

Reporting Period: 11/16/14 — 2/15/15

of left deltoid area /.-

17

*Terms of seltlement are memerialized by Stipulation {continved. . . )

Adjudicated Settlements*

Reporting Period: 11/16{14 — 2/15/15

1 year, 5 months -

*Terms of setilement are memoralized by Stipulation (continued.. .. ) 18




Adedicated Settlements*

Reporting Period: 11/16/14 - 2/15M15

Total Number of Judgments Adopting Settlement this reporting period: 92
*Terms of settlement are memorialized by Stipulation

19

Appendix

20

2/20/2015
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Glossary of Terms

Petitions Adjudicated: Final judgment has entered on the
petition in the United States Court of Federal Claims.

Final Judgment: Clerk of Court, United States Court of
Federal Claims, enters judgment awarding or denying
compensation.

Compensable: Petitioner received an award of
compensation, which can be achieved through a concession
by HHS, settlement, or decision on the merits by the special
master, United States Court of Federal Claims.

Conceded by HHS: HHS concluded that a petition should be
compensated based on review and analysis of the medical

records.
21

Glossary of Terms

Settlement: Petition is resolved via a negotiated settlement
between the parties, and results in the filing of a stipulation
that memorializes the terms of the settlement.

Decision: Special Master issues decision on the merits of
the petition.

Non-compensable/Dismissed: Petition dismissed.

Proffer: After discussions between the parties regarding a
reasonable amount of damages, respendent will Tile a
suggested award of compensation, known within the Program
as a “Proffer,” which is also agreed to by petitioners and their
counsel. The Proffer is reviewed by the presiding special
master to determine that it represents a reasonable measure
of the amount of the award and describes compensation
pursuant to 42 U.S.C. § 300aa-15(a). The special master
issues a final decision consistent with the terms of the Proffer,

2/20/2015

11




Glossary of Terms

Affirmed: Case has been reviewed on appeal, and the court
on appeal agreed with the decision of the lower court.

Reversed: Case has been reviewed on appeal, and the court
on appeal disagreed with the decision of the lower court. The
court on appeal typically provides reasons for reversing, and
that dc—icision becomes the law of the case, absent further
appeal.

Remanded: Case has been reviewed on appeal, and the
reviewing court has a problem with the decision, and sends it
back to the lower court. Typically, a case is remanded with a
specific question or issue for the lower court to address.

Vacated: Case has been reviewed on appeal, and the
reviewing court has voided the lower court’s decision.
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U.S. Court of Appeals for the Federal Circuit (CAFC) / U.S. Supreme Court

STONE

and
HAMMITT

676 F.3d 1373
(Fed. Cir. 2012)

Entitlement

In a consolidated appeal, the CAFC reiterated prior precedent and held that
the special master was not precluded from considering respondent’s
evidence of a genetic mutation as part of examining the record as a whole to
determine whether or not petitioners met their burden of proof in establishing
a prima facie case merely because that evidence was also relevant as to
whether or not respondent had satisfied her burden of showing an alternate
cause. Because the special master found that the genetic mutation was the
sole cause of the children’s condition, there was no need to analyze the
guestion of superseding causes. The CAFC also found that the special
master was not arbitrary or capricious in his fact finding and that petitioners
failed to show that the DTaP vaccine was the more likely cause of the
children’s seizure disorder.

ROTOLI

and

PORTER

663 F.3d 1242
(Fed. Cir. 2011)

The CAFC found that the Claims Court judge incorrectly read Andreu to
prohibit a special master from using credibility determinations to reject a
petitioner’s theory of causation. Rather, in Moberly, Broekelschen, and Dosg
11, the CAFC had “unambiguously explained” that special masters are
expected to consider credibility of expert withesses in evaluating vaccine
claims. Further, the Claims Court's blanket approach of setting aside the
special master's findings of fact without ever determining whether the
findings were arbitrary and capricious was legal error. Because the special
master’s decision contained a thorough and careful evaluation of all of the
evidence, including records, tests, reports, medical literature, and expert's
opinions and their credibility, the CAFC found that the special master's
decision was not arbitrary, capricious, an abuse of discretion or otherwise
not in accordance with law. The CAFC reversed the findings of the Claims
Court and remanded with instructions that a decision be entered affirming
the special master’s denial of compensation. )




CEDILLO
617 F.3d 1328
{Fed. Cir. 2010)

The CAFC affirmed the Court of Federal Claims’ decision sustaining the
special master's determination that thimerosal containing vaccines
combined with the measles-mumps-rubella (MMR) vaccine do not cause
autism. In this appeal, appellants argued that the special master improperly
based his decision on evidence derived from litigation in the United Kingdom
that should have been excluded, and disregarded other evidence that
should have been considered. The CAFC disagread and found that the
special master committed no legal error, properly considered all relevant
and reliable evidence, and appropriately exercised his discretion in weighing
that evidence. Of particular note, the CAFC held that the special master's
use of Daubert v. Merrell Dow Pharms., Inc., 509 U.S. 579 (1993), was an
appropriate tool to assess the reliability of the parties’ evidence, particularly
the expert testimony.

HAZL EHURST

604 F.3d 1343
(Fed. Cir. 2010}

The CAFC found that the special master acted consistent with principles of
fundamental fairness by admitting and considering respondent’s expert's
testimony and reports criticizing petitioners’ evidence and offered petitioners
ample time and opportunity to rebut respondent’s evidence. Further, the
special master did not commit legal error by according little weight to
petitioners’ evidence from a research facility, which the special master found
to be unpublished, preliminary, and incomplete. The special master further
committed no error in discounting testimony by petitioners’ expert regarding
causation because that opinion was based on studies that were unreliable.

The CAFC found that the special master correctly considered “the record as
a whole” in determining whether compensation is warranted, and that the
Government is not restricted by proving a “factor unrelated” as the burden
never shifted from petitioner to establish a prima facie case. The
Government may present evidence of an alternate cause and the special
master is not limited or precluded from considering such evidence when
deciding whether petitioner has established a prima facie case. Petitioners’
failure to meet his burden of proof as to the cause of an injury or condition is
different from a requirement that he affirmatively disprove an alternate
cause.

MOBERLY
592 F.3d 1315
(Fed. Cir. 2010}

The CAFC found that the special master correctly interpreted and applied
the traditional tort “preponderance” standard applicable in Vaccine Act
cases, and that the petitioners’ argument for a more relaxed standard was
not consistent with the Act. The Court also held that a close temporal
association and the lack of an identifiable alternative cause, standing alone,
are insufficient to prove causation. The Court further held that when
evaluating an expert's medical theory, a special master is expected to
evaluate both the reliability and credibility of the expert's testimony.




ANDREU
569 F.3d 1387
{Fed. Cir. 2009)

The CAFC found that if a petitioner satisfies the first and third prongs of
Althen, the second prong (whether there exists a logical sequence of cause
and effect between the vaccination and the injury alleged) can be met
through the testimony of a treating physician. The CAFC further found that
the special master's determinations regarding the credibility of witnesses are
distinct from determinations of the reliability of scientific evidence, and the
special master must clearly differentiate between these determinations to
allow appropriate review on appeal.

DE BAZAN
539 F.3d 1347
{Fed. Cir. 2008)

The CAFC found that as part of petitioner’s evidence in establishing a prima
facie case of actual causation, petitioner has the burden of proving a
medically appropriate time frame between vaccination and the onset of
injury. The Government, like any defendant, may offer evidence to
demonstrate the inadequacy of the petitioner's evidence on a requisite
element of the petitioner's case-in-chief, and a special master is obliged to
consider all evidence when deciding whether or not petitioner has met his
burden of proof.

WALTHER
485 F.3d 1146
(Fed. Cir. 2007)

The CAFC found that the Vaccine Act does not require petitioners to bear
the burden of eliminating alternative causes where the other evidence on
causation-in-fact is sufficient to establish a prima facie case,

PAFFORD
451 F.3d 1352
{Fed. Gir. 2008)

The CAFC found that petitioners must prove by a preponderance of the
evidence that the vaccine, and not some other agent, was the actual cause
of the injury, when petitioners’ other evidence of causation-in-fact is
insufficient to establish a prima facie case.

CAPIZZANO
440 F.3d 1317
{Fed. Cir. 2006)

The CAFC found that a claimant could satisfy prongs one and two of the
three-prong Althen test but fail to satisfy prong two when medical records
and medical opinions do not suggest that the vaccine caused the injury or
where the evidence shows that the probability of coincidence or another
cause prevents petitioner from establishing causation by a preponderance of
the evidence. The CAFC found that statements in the medical records by
treating physicians are relevant and should be afforded significant
evidentiary weight.

ALTHEN
418 F.3d 1274
{Fed. Cir. 2005)

The CAFC found that in order to prove causation-in-fact, a petitioner must
prove by a preponderance of the evidence: (1) a medical theory causally
connecting the vaccination and the injury; (2) a logical sequence of cause
and effect showing that the vaccination was the reason for the injury; and (3)
a showing of a proximate temporal relationship between vaccination and
injury. Lack of peer reviewed literature does not, in and of itself, preclude a
finding of causation-in-fact.




Statute of Limitations

CLOER
654 F.3d 1322
(Fed. Cir. 2011)

On August 5, 2011, the CAFC, in an 8-4 en banc decision, held that the
Vaccine Act does not contain a discovery rule, nor can a discovery rule be
read by implication into the Act. Rather, the statute of limitations begins to
run on a specific statutory date: the date of the occurrence of the first
symptom or manifestation of onset of the injury for which a claimant seeks
compensation. In addition, the Court overruled its prior precedent and
further held that equitable tolling applies to the Vaccine Act, although it
determined that the statute of limitations is not tolled due to unawareness of
a causal link between an injury and administration of a vaccine.

WILKERSON
593 F.3d 1343
{Fed. Cir. 2010)

The CAFC found that, consistent with its holding in Markovich, the 36 month
statute of limitations period under 42 U.S.C. § 300aa-16(a)(2) begins to run
with either the occurrence of the first symptom of or the manifestation of
onset of an alleged vaccine-related injury, whichever is first. The Court held
that the Act's time for filing runs from “the date of the occurrence of the first
symptom or manifestation of onset,” not the date the medical profession
recognizes that a symptom is related to an alleged vaccine-related injury,
and the Court held that an expert’s determination of the first symptom or
manifestation of onset may be made in “hindsight,” i.e., a medical
professional need not have appreciated the significance of the symptom at
the time it occurred.

MARKQVICH
477 F.3d 1363
(Fed. Cir. 2007)

The CAFC found that the determination of when the 36 month statute of
limitations period under 42 U.S.C. § 16(a)(2) begins to run is made by an
objective standard, that is, even if the petitioner reasonably would not have

known at the time that the vaccine had caused injury.

Death Benefits/Survivorship

ZATUCHNI
(SNYDER)
516 F.3d 1312
(Fed. Cir. 2008)

The CAFC found that a petitioner who establishes vaccine-related injuries
and a vaccine-caused death is entitled to recover the compensation for
vaccine-related injuries and vaccine-related death benefits under 42 U.S.C.
§ 300aa-15(a)(1)(B), (a)(3), (a}(4), and the death benefit provided under
Section 15(a)(2). This applies where petitioner filed a claim for vaccine-
related injuries, received a favorable ruling that the injuries were vaccine-
related, and then died before receiving compensation for those injuries.
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Attorneys’ Fees and Costs/Interim Fees Requests

CLOER
133 §. Ct. 1886
2013)

—

The U.S. Supreme Court affirmed the judgment of the CAFC, finding that a
person whose petition under the National Vaccine Injury Compensation
Program is dismissed as untimely may recover from the United States an
award of attorneys’ fees and costs.

RODRIGUEZ
632 F.3d 1381
(Fed. Cir. 2011)

The CAFC affirmed the special master’s decision rejecting the Laffey matrix
as prima facie evidence of a forum rate for petitioners’ counsel. The issue
was whether the reasonable hourly rate for attorneys handling Vaccine Act
cases should be determined by applying the Laffey matrix, a schedule of
rates maintained by DOJ to compensate attorneys prevailing in “complex
federal litigation,” or whether the rate should be determined by considering a
variety of factors, which may or may not include the Laffey matrix. The
CAFC held that Vaccine Act litigation, while potentially involving complicated
medical issues and requiring highly skilled counsel, is not analogous to
“complex federal litigation” as described in Laffey, so as to justify use of the
matrix. Distinguishing between the type of litigation the Laffey matrix is
designed to compensate, the CAFC stated that a party need not prevail
under the Vaccine Act in order to receive an attorneys’ fees award, that
attorneys are practically assured of compensation in every case without
regard to whether they win or lose and the skill with which they presented
their clients' cases, and that the attorneys’ fees provisions under the Act
“were not designed as a form of economic relief to improve the financial lot
of lawyers.” Further, the CAFC noted that Vaccine Act proceedings are an
alternative to the traditional civil forum, apply relaxed legal standards of
causation, have eased procedural rules compared to other federal civil
litigation, do not have formal discovery and thus avoid discovery disputes,
do not apply the rules of evidence, and are tried in informal, streamlined
proceedings before special masters well-versed in the issues commonly
repeated in Vaccine Act cases.




RIGGINS The CAFC found that the special master appropriately reduced the amount

406 Fed. App’x. of attorneys’ fees and costs sought by petitioner’s counse! for the general

479 (Fed. Cir. development of Hepatitis B vaccine cases from the requested sum of

2011) $204,619.18 to an award of $79,782.81. |n doing so, the CAFC affirmed the
special masters decision to reduce the $97,443.43 in fees and costs
associated with the consulting work of two experts to $10,000.00. Among
other things, the CAFC agreed with the special master's finding that a
hypothetical client would not pay for costly fravel by petitioner’s counsel and
his consultants to France for personal consultation with foreign experts and
lawyers, or for time and expenses related to the consultants’ attendance at a
professional conference in ltaly.

KAY The CAFC denied an award of attorneys’ fees and costs where the petition

298 Fed. App'x. was found to be time-barred under Markovich and dismissed for lack of

985 (Fed. Cir. jurisdiction, precluding an award of attorneys’ fees in a case that was

2008} per guriam, | yntimely filed.

affirmance, Nov.

10, 2008

AVERA The CAFC affirmed that, in general, the forum rule should be used to

515 F.3d 1343
(Fed. Cir. 2008)

calculate reasonable hourly rates for petitioners’ attorneys in claims brought
under the Vaccine Act, and found that Washington, DC is the forum for
vaccine cases because it is where the CFC, which has exclusive jurisdiction
over vaccine cases, is physically located. In applying the forum rule, the
CAFC recognized and applied an exception derived from Davis v. U.S.
E.P.A., 169 F.3d 755 (D.C. Cir. 1999). Applying Davis, the CAFC found that
an exception to the forum rule applies where 1) the bulk of the work was
done outside DC and 2) there is a very significant difference between the
DC rates and the attorneys’ hometown rates. The CAFC found that the
appellants’ vaccine attorneys hailing from Cheyenne, Wyoming were not
entitied to forum rates in this case. The CAFC also held that interim
attorneys' fees are permitted under the Vaccine Act. The CAFC considered
an award of interim fees particularly appropriate when cases are protracted
and costly experts must be retained. The CAFC found that there was no
basis for an award of interim fees here because the petitioners only sought
an award of interim fees pending an appeal; made no showing of undue
hardship; the amount of fees was not substantial; no experts had been
employed; and there was only a short delay in the award pending the
appeal.
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HPV (Human Papillomavirus) YVaccine: What You Need to Know [Gardasil-9®]

Many Vaccine Information Statements are available in Spanish and other languages. See www.immunize.org/vis.
Hajas de Informacién Sobre Vacunas estin disponibles en espafiol y en muchos otros idiomas. Visite hitp:/fwww.imniunize orgfvis

1. Why get vaccinated?

The vaccine you are getting Gardasil-9 prevents many cancers caused by human papiilomavirus
(HPV) infections.

Gardasil-9 prevents
cervical cancer in females,
¢ vaginal and vulvar cancers in females, and
¢ anal cancer in females and males.
. In addition to these cancers, Gardasil-9 also prevents genital warts in both females and
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females. It is routinely given at 11 or 12 years of age, but it may be given through age 26 years for
females and through age 15 [or 21] years for males.

Three doses of Gardasil-9 are recommended with the second and third dose 2 months and 6 months
after the first dose.

Vaccination is not a substitute for cervical cancer screening. This vaccine does not protect
against all HPV types that can cause cervical cancer. Women should still get regular Pap tests.
3. Some people should not get this vaccine

 Anyone who has had a severe, life-threatening allergic reaction to a dose of HPV vaccine
should not get another dose.

Anyone who has a severe (life threatening) allergy to any component of HPV vaccine should
not get the vaccine,




Tell your doctor if you have any severe allergies that you know of, including a severe allergy to
yeast.

» HPV vaccine is not recommended for pregnant women. But if you learn that you were
pregnant when you were vaccinated it is not a reason to end the pregnancy. Women who are
breastfeeding may be vaccinated. Any woman who learns she was pregnant when she got this
HPV vaccine is encouraged to contact the manufacturer’s HPV in pregnancy registry at 1-800-
986-8999.

+ If you have a mild illness you can probably get the vaccine today. If you are moderately or
severely ill, you should probably wait until you recover. Your doctor can advise you.

4. Risks of a vaceine reaction
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- Moderate (102°F) (about 1 person in 65)

¢ Other problems:
- Headache (about 1 person in 3)

Problems that could happen after any vaccine:

+  People sometimes faint after a medical procedure, including vaccination. Sitting or lying
down for about 15 minutes can help prevent fainting, and injuries caused by a fall. Tell your
doctor if you feel dizzy, or have vision changes or ringing in the ears,

«  Some people get severe pain in the shoulder and have difficulty moving the arm where a
shot was given. This happens very rarely, and is temporary.

+  Any medication can cause a severe allergic reaction. Such reactions from a vaccine are very
rare, estimated at fewer than 1 in a million doses, and would happen within a few minutes to
a few hours after the vaccination.




As with any medicine, there is a very remote chance of a vaccine causing a serious injury or
death.

The safety of vaccines is always being monitored. For more information, visit:
www.cde,gov/vaccinesafety/

5. What if there is a serious reaction?

What should I look for?
» Look for anything that concerns you, such as signs of a severe allergic reaction, very high
fever, or behavior changes.

Slgns of a severe allerglc reactlon can mclude hlVCS swelhng of the face and thr oat

;‘i& ’*:\ o

n i‘,\:\%u b ¥ &.s’;‘ e
L h 3 : ;fi? ‘:-;g ,\,
‘& shOuld | dq% B o A b , ;%%
ﬁy u think it iSia:severe; llerglc fregctlon orQ ther q ergency that can twalt call 9511 or get
i \‘\ oo e ! oy
0 ﬁe nearest h@%“pjtal. erm e;_(;all your d@étor :}% N
& 3 e ‘b‘\“:}"“\}\ \ 3;,&'- it %‘Qﬁ; x,;y “‘,, {‘?”\‘
‘-rérwald the feﬁctlon ouldiby hreported tg’&f’gbe “V ine Advei{ Event Reporting i

S §tem” (VAEIiSj Yoiit: mgport oﬁy ouc

;f;aoctt;ﬁould file'this ain do it yourself thml{gh the

% *ﬁ:“:\‘v\, S *;“:‘\( 7 “- )
AERS web sitexht Www‘*yaers.hh%gov orbyica “hh\i\‘iﬁﬂ() 82057967 N
Var 3 S SO R S W
R &Y W A W “ﬁ:& o =
i Sy e b R l\:\.

wive medicn \zx Sy ) T
e Ry 3 %\:’; S %

6. The National Vaccine Injury Compensation Program

The National Vaccine Injury Compensation Program (VICP) is a federal program that was
created to compensate people who may have been injured by certain vaccines.

Persons who believe they may have been injured by a vaccine can learn about the program and

about filing a claim by calling 1-800-338-2382 or visiting the VICP website at
www.hrsa.gov/vaccinecompensation. There is a time limit to file a claim for compensation.

7. How can I learn more?

» Ask your doctor. He or she can give you the vaccine package insert or suggest other sources of
information.
« Call your local or state health department.

» Contact the Centers for Disease Control and Prevention (CDC):




- Call 1-800-232-4636 (1-800-CDC-INFO) or
- Visit CDC’s website at www.cde.gov/hpy

Vaccine Information Statement
HPV Vaccine (Gardasil-9)

[Date]

42 U.S.C. § 300aa-26

Department of Health and Human Services

Centers for Disease Control and Prevention

Office Use Only
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Vaccine Information Statement

Pneumococcal Conjugate Vaccine (PCV13): What You Need to Know

Many Vaccine Information Statements are available in Spanish and other languages, See www.immunize.org/vis.
Hojas de informacién Sobre Vacunas estan disponibles en espaiiol y en muchos otros idiomas. Visite hitp://www.immunize.org/vis.

1. Why get vaccinated?

Vaccination can protect both children and adults from pneum /{\ cal disease.
e

Pneumococcal disease is caused by bacteria that can spread mn% person to person through close

contact. It can lead to serious infections of the: :

» Lungs (pneumonia), o

* Blood (bacteremia), and q‘z&%‘% ‘

« Covering of the brain and spinal cord (menmgxt{s)

R
Meningitis can cause deafness and brain damagg Qfa‘g

i ‘10 who get it.

G
%@u}atly children
and*¢igarette

Anyone can get pneumococcal diseasg, but chlldré‘%gle at (e

under 2 years of age. People with ce&;}q{g;midlcal con\&iti
w\ o

smokers are also at higher risk. lﬁ\ :*?\X“

Before there was a vaccine, the United Sféi?[ES saw*i‘;‘%*’ 5

«  more than 700 cas @, emngms W x r %\\J;\ N

« 13,000 blood 1nfec§é% 5 R %\\\\ \ =
» about 5 million eaﬁjnfectlons %&ﬂ%

»  about 200 decaths *»,\k\ :3‘\

from pnewmog Qal chseas*e wacl g it hald;en‘u der 5.

_ K \\x %& %‘”\‘:x S, &
Since yao (‘5_ fie became a \ai able c\{e of mvasxgg neumococcal disease in these children have
fallen fromg,kan estimated 18 QO a i41‘»1;0 about I?OO a drop of 88%.

‘*«s,

W

i\-.
Pneumococcal conju%%‘t%ty«?c 1%%3 called PCV13 or Prevnar® 13) protects against 13 types of
pneumococcal bacteria, ™ }\}\\\}\\x@

PCV13 is routinely given to children at 2, 4, 6, and 12—15 months of age. It is also recommended
for people with certain health conditions and for all adults 65 years of age and older. Your doctor
can give you details.




3. Some people should not get this vaccine

Anyone who has ever had a life-threatening allergic reaction to a dose of this vaccine, to an
earlier pneumococcal vaccine called PCV7 (or Prevnar), or to any vaccine containing diphtheria
toxoid (for example, DTaP), should not get PCV13.

Anyone with a severe allergy to any component of PCV13 should not get the vaccine, Tell your
doctor if the person being vaccinated has any severe allergies.

Vider might decide to

usualiy mild
and go away on then‘ own, but serlouggactlons are alsq\poé’ ble ;
*"::l% R w\ 4
Most people who get PCV13 vaccine 9‘& ot‘\*have any proble@g with it,
\‘s\“ ‘\*a\ m .,l
Problems reported followm PCV13 V&I}»@r age af \Elb\yx hich %Sgof the series, but generally:
+  About half of childi e;i:l t:“é"ma drowsy ¢ aﬂel thea, ho’f\]gad a tem“porary loss of appetite, or
had redness or 1€ “"*‘“ érness w\he“ie the Sho’f‘:ﬁfas‘ “‘%
»  About 1 out of 3%h EL welhng‘t\\yhcre the sh\%Qvas glven
» About 1 outof3 hadﬂa\‘rmld fe :\\\ - led about} »m 20 had a fever over 102.2°F,
+ Upto ab@ Biout of 1 Qeqa stss\z‘ §1\mta efx\
%“, ‘

\‘x:x\ \
Adultsihave reported red wss, palh\an\ swelhrfg%here the shot was given; also mild fever,
fatigue, %eadache chills, 0

\\

Problems th ou{d happen \5

xa}s\t

\“w\
S
*  People some&’les‘\ﬂ%}mt aftei@a medical procedure, mcludmg vaccination. Sitting or lying
down for about 15° i W;;:‘”f n heip prevent fainting, and i 111] uries caused by a fall. Tell your
doctor if you feel dlzi\&“ \%ave vision changes or ringing in the ears.

«  Some people get severe pain in the shoulder and have difficulty moving the arm where a
shot was given. This happens very rarely, and is temporary.

»  Any medication can cause a severe allergic reaction, Such reactions from a vaccine are very
rare, estimated at fewer than 1 in a million doses, and would happen Wlthm a few minutes to
a few hours after the vaccination.




As with any medicine, there is a very remote chance of a vaccine causing a serious injury or
death,

The safety of vaccines is always being monitored. For more information, visit:
www.cde.gov/vaccinesafety/

5. What if there is a serious reaction?

What should 1 leok for?

high fever, or behavior changes.

Signs of a severe allergic reaction can iQﬁ’fde hives, S\}eﬁl&of the face and throat,

difficulty breathing, a fast heartbe ‘gﬁii ziness, and weaknes These would usually
start a few minutes to a few hours aﬁ:‘égathe vaceination, “%&
\\\\g“\w\\ ,.; N\\&%‘
What should I do? A \”g{x\%ﬁ:ﬁg{&g@ ‘«%Q‘:;g
. If you think it is a severe aﬁe&%chﬁon or o \th\?‘-\\“i\'\aemergency that can’t wait, call 9-

i
™,

1-1 or get the person to theﬁé.ieStﬁ "}‘%pltal Other VISE, call your doctor.

. Afterward, the Igactlon shouldiby eportéd:tia he Vac@ine Adverse Event Reporting
System. (V@E\% )‘ 2 @m docto;%lght ﬁle&hi Y Q{t ﬁ\?Ou can do it yourself
through the“’\‘ ABRSY vg b, site at Ww@étér% hhs’ ,qovxm by calling 1-800-822-7967.
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The Natloa’ii’ai Vaccme Inj ur“ Co penSaﬁ(’fm Program (VICP) is a federal program that was
created to compgnsate people \ygg may lﬁ:&é been injured by certain vaccines.
%
Persons who behe ] gy may h\% been injured by a vaccine can learn about the program and
about filing a claim by‘*ca gxﬁ& 0-338-2382 or visiting the VICP website at

www.hrsa. gov/vaccmec% &ngation. There is a time limit to file a claim for compensation.
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7. How can I learn more?

»  Ask your doctor. He or she can give you the vaccine package insert or suggest other sources
of information.

+  Call your local or state health department.

«  Contact the Centers for Disease Control and Prevention (CDC):
- Call 1-800-232-4636 (1-800-CDC-INFO) or
- Visit CDC’s website at www.cde.gov/vaccines




Depariment of Health and Human Services
Centers for Disease Control and Prevention
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Vaccine Information Statement

Pneumococeal Polysaccharide Vaccine: What You Need to Know

Many Vaceine Information Statements are available in Spanish and other languages. See wwiw.inumunize org/vis.
Hojas de informacién Sobre Vacunas estdn disponibles en espafiol y en muchos otros idiomas. Visite http:/fwww.immunize.org/vis.

1. Why get vaccinated?

Vaccination can protect adults and some children from pneu&occal disease.

‘\
Pneumococcal disease is caused by bacteria that can Sp%g }Q N person to person through close
contact. W@‘ R

[t can lead to serious infections of the:
* Lungs (pneumonia),

» Blood (bacteremia), and

. Covering of the brain (meningitis)

r\

Pneumococcal pneu \f% \bout | out‘q 20 pe(:?i i
In\\ i

person in 5, and men 1hs aboui:\g;S jaeople IH\IQ& 3
L% S

“xw‘
m \“

S
Treatment of pneumococc mfec e\”smth pemciii and other drugs used to be more effective.

But some st,rf\agh%@:f\the disease?hg?b B‘é‘coniql esmtahi\to these drugs. This makes prevention of the
<ot tant,

Sish vaceination, eVony x\nme impotH

”‘i“::\.yxzx‘
ce lpolysacchhru\l\\e vaedi @PPSVZ?;)

**{‘\x
Pneumococcal pol}gfaccharlde Vaz?;me (PPSV23) protects against 23 types of pneumococcal
bacteria. It will not pigyvent all ﬁheumococcal disease.

R
T

PPSV23 is recommended fo‘i%ﬁ"
« All adults 65 years of age and older,
« Anyone 2 through 64 years of age with certain long-term health problems,
+ Anyone 2 through 64 years of age with a weakened immune system,

« Adults 19 through 64 years of age who smoke cigarettes or have asthma.

Most people need only one dose of PPSV. A second dose is recommended for certain high-risk
groups. People 65 and older should get a dose even if they have gotten the vaccine before they
turned 65.




Your healthcare provider can give you more information about these recommendations.

Most healthy adults develop protection within 2 to 3 weeks of getting the shot.

3. Some people should not get this vaccine
+ Anyone who has had a life-threatening allergic reaction to PPSV should not get another dose.

« Children less than 2 years of age. e

+ Anyone who has a severe allergy to any component of P
provider if you have any severe allergies. ﬁ%{\b\i/ :
‘\'

thashot is sched I;L‘ may be asked to wait until
usually be vaccinated.

» Anyone who is moderately or sever ely ill whe
they recover before getting the vaccine. Son% ‘_ﬁ‘ Wwith a mild illnes$%

W, E
* There is no ev1dence that PPSV is harmful to ef if plegnailt womarn or*jtib“*her fetus.

>, Q“Q\o itd be vaccmatedxbef(ne becoming
e

plegnant, if possible.

4. Risks of a vaccine regg\t\mn ;;\\1
With any medicine, 1ﬁ<§]uci‘n{§ \ mes there 1§ a«,,cﬁ 3 s;\\g\ 3 ffects These are usually mild
and go away on their x’\?\‘f{%,gbut sen@qg leactmn% “"also poss1bi%
‘a\q«»
About half of p l@N who g¢t:RR \ e%ﬂd sﬁé‘%’.‘fects such as redness or pain where the
i hi H“ i abo it "‘*ﬂda s "Qx

Q\\qghes or more severe local reactions.

naﬁera y vaceine:

\.‘.\

l.x‘ i

*  People sometﬁﬁésxfamt aft j"a‘medical procedure, mcludlng vaccination. Sitting or lying
down for about 153 utgs an help prevent fainting, and i 1njunes caused by a fall. Tell your

doctor if you feel d&iz %@y’have vision changes or ringing in the ears.

*  Some people get severe pain in the shoulder and have difficulty moving the arm where a
shot was given. This happens very rarely, and is temporary.

»  Any medication can cause a severe allergic reaction. Such reactions from a vaccine are very
rare, estimated at fewer than 1 in a million doses, and would happen within a few minutes to
a few hours after the vaccination.




As with any medicine, there is a very remote chance of a vaccine causing a serious injury or
death.

The safety of vaccines is always being monitored. For more information, visit:
www.cdce.gov/vaceinesafety/

5. What if there is a severe reaction?

What should I look for?
Py
. Look for anything that concerns you, such as sig g;?ﬁa severe allergic reaction, very
high fever, or behavior changes. \*» &

P \%}%‘K .

Signs of a severe allergic reaction can mg ud\e\'uves, “ elling of the face and throat,
difficulty breathing, a fast heartbeat, d\;‘gz\lyless and Wealgi' 8. These would usually
start a few minutes to a few hours aftért SR

‘What should I do?

. If you think it is a sevele’*%}efg :

. Aftel ward, the reaction Shoul Be 0 %Q
System (VAERS). Your doctor: %1ght
> V. KS\web site ahwww vagl

=

ne Adverse Event Reporting
%s report \you can do it yourself
biieov, o "oRBY calling 1-800-822-7967.

x}tﬁ%\

'\.x;@"

3
- Visit CDC’s Wek site at wWVi.cdc gov/vaccines

Vaccine Information Sta’te\ xent\
PPSV w
(Date)
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Immunization Safety Office
Updates

Centers for Disease Control and Prevention

Tom Shimabukuro, MD, MPH, MBA

Immunization Safety Office
Division of Healthcare Quality Promotion
National Center for Emerging and Zoonotic Infectious Diseases
Centers for Disease Control and Prevention (CDC)

Advisory Commission on Childhood Vaccines {ACCV}
March 4, 2015

Natienal Center for Emerging and Zoonotis Infectious Diseases 1
Division of Haalthears Quality Premotion - Immunization Safety Ctfice

Topics

o Immunization Safety Office highlights
a February 2015 ACIP meeting preview
a Selected publications

2/18/2015




VAERS 2.0 development

o Vaccine Adverse Event Reporting System (VAERS)
form 2.0 development
« 60 day public comment period on the Federal Register
closed January 23, 2015

=~ 19 comments received

{http:liwww.regulations.govi#ldocumentDetail;D=CBC-
2014-0015-0001)

« Immunization Safety Office staff are reviewing comments
and making revisions where appropriate

Clinical Immunization Safety Assessment
(CISA) Project research studies in progress
1. Fever after Inactivated Influenza Vaccine (lIV) and Live Attenuated
Influenza Vaccine {LAIV) in Young Children (NCT(01764269)*

2. Flares after IV in Children with Systemic Lupus Erythematosus (SLE}
{NCT02006784)*

3. Monitoring Influenza Vaccine Safety in Pregnant Women Using Text
Messaging (NCT01974050)*

4. Effect of IV on Reproductive Hormones (NCT01978262)*

5. Effect of Prophylactic Antipyretics on IIV Immune Response and
Fever (NCT02212990)*

6. Clinical Study of Tdap Vaccine Safety in Pregnant Women
{NCT02209623)*

7. Assessing Fever and Wheeze after Pediatric Influenza Vaccines Using
Text Messaging (NCT02295007)*

8. Postvaccination Syncope Prevention with Water (NCT02353390)"

* hitps:iclintcaltrials.qov/

2/18/2015




February 2015 ACIP meeting” preview
(February 25-26, 2015)

o Meningococcal Vaccines

» Vote on proposed recommendations for use of MenB
vaccine in high-risk groups

= Information and discussion on considerations for routine
use of meningitis B vaccines in adolescents

a Influenza
= Preliminary 2015-14 vaccine effectiveness estimates

- Presentations concerning LAIV and VE for information
and discussion, and for possible vote based upon the
findings to be presented at the meeting

= Vote on re-affirming annual recommendation for influenza
vaccination for all people 6 months of age and older

'hitpifwwnw. cde.ovivaccines/acip/meetingsidownleadsiagenda-archlve/agenda-2015-02.pdf

February 2015 ACIP meeting” preview
(February 25-26, 2015)

o Yellow Fever Vaccine

» Vote on proposed recommendations for yellow fever
vaccine booster dose

O Influenza A (H5N1) Vaccine
= Vote on vaccine policy options
o Human Papiliomavirus (HPV) Vaccines

= Vote on proposed recommendations for use of HPV9
vaccine

o Smallpox Vaccine: use in laboratory personnel
= Vote on revised smallpox vaccine recommendations

“hitp:lfwwnw. cde.qovivaccinesfacipimestingsidownloadsiaganda-archivelagenda-2015-02. pdf

2/18/2015




2/18/2015

Selected publications

O Klein et al. Safety of Measles-Containing Vaccines in 1-Year-
Cld Chiidren. Pediatrics. 2015 Jan 5. pii: peds.2014-1822.

* This study did not identify any new safety concerns comparing
MMRV with MMR + V or after either the MMRV or the MMR + V
vaccine; outcomes included anaphylaxis, ITP, ataxia, arthritis,
meningitis/encephalitis, acute disseminated encephalomyelitis,
Kawasaki disease, seizure, and fever. Risks for the 7 main
outcomes were not significantly different. Several outcomes
had few or zero postvaccination events. This study provides
reassurance that these outcomes are unlikely after either
vaccine.

Selected publications

A Abrams et al. Childhood vaccines and Kawasaki disease,
Vaccine Safety Datalink, 1996-2006. Vaccine. 2015 Jan
3:33(2):382-7.

= Childhood vaccinations studied did not increase the risk of
Kawasaki disease; conversely, vaccination was associated
with a transient decrease in Kawasaki disease incidence.
Verifying and understanding this potential protective effect
could yield clues to the underlying eticlogy of Kawasaki
disease.




Selected publications

{ Sukumaran et al. (Adverse events following measles,
mumps, and rubella vaccine in adults reported to the
Vaccine Adverse Event Reporting System (VAERS), 2003-
2013. Clin Infect Dis. 2015 Jan 30. pii: civ061. [Epub ahead

of print].

= In this review of VAERS data, there were no new or unexpected
safety concerns detected for MMR vaccination in adults. There
were reports identified of pregnant women exposed to MMR
which is a group in whom the vaccine is contraindicated,
suggesting the need for continued provider education on
vaccine recommendations and screening

Selected publications

O Moro et al. Adverse Events following Haemophilus
influenzae Type b Vaccines in the Vaccine Adverse Event
Reporting System, 1990-2013. J Pediatr. 2015 Jan 15. pii:
$50022-3476(14)01163-9.

= This review of VAERS reports did not identify any new or
unexpected safety concerns for Hib vaccines.

L1 Moro et al. Safety of quadrivalent human papillomavirus
vaccine (Gardasil®) in pregnancy: Adverse events among
non-manufacturer reports in the Vaccine Adverse Event
Reporting System, 2006-2013, Vaccine. 2015 Jan
15;33(4):519-22.

= This review of VAERS non-manufacturer reports following

vaccination with HPV4 in pregnancy did not find any
unexpected patterns in maternal or fetal outcomes.

10
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Centers for Disease Control and Prevention
Atlanta, GA

National Center for E and Zoonotic | | Dk
Division of Healthcars Quality Promotion - Immunization Safety Office

Thank You

For more Information please contact Centers for Disease Control and
Prevention

1600 Clifton Road NE, Atlanta, GA 30333

Telephone, 1-800-CDC-INFO (232-4636)TTY: 1-868-232-6348

E-meail: edeinfo@ede.gov Web: www.cde.gov

The findings and cenclusfons In this report are those of the authers and do not necessarily represent the
«official posifion of the Gentess for Disease Control and Prevention.

National Center for ing and Z tic Infectious Di
Pivisien of Healtheare Quality Prometion ~ immunization Safety Office

2/18/2015
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Vaccine Activities Update

National Institute of Allergy and Infectious Diseases,
National Institutes of Health

Claire Schuster, MPH

Division of Microbiology and Infectious
Diseases

NIAID, NIH, DHHS

Prani March 2015

National institute of

Allergy and

Infectious Diseases
"'Vda

U S, Depariment of Health and Human Sarvices

http:/fAeeww. niaid.nih.gov’
H News Monday, February 2, 2015

National Institutes of Health

S National Institute of Allergy and
] -/( Infectious Diseases (NIAID)

Ebola Vaccine Trial Opens in Liberia

Study Led by Liberia-NIH Partnership |
Will Test Two Experimental Vaccines |




Including Pregnant Women in Clinical

Trials: Antimicrobials & Vaccines

Nesin M, Frew PM, Read J$S (editors). Including Pregnant Women in Clinical
Trials of Antimicrobials and Vaccines. Clinical Infectious Diseases. 2014 Dec

15;59 Suppl 7: $395 - S444

2

NIAID Showcase

National Institute of Allergy and Infectious Diseases

Leading research to understand, treal, and pravesl infection: immunofogic, and afeiglc qlsess&s.

Selected NIAID Research Advances of 2014

iWest Atiica in 2014 aicelerated efforts lo Gevelop k]
‘preventalive vaccine; Seieasls al MAID'S Vaccine
. _Research Center and Okalros; a blatechnalogy

rapid and durable prolec!éorz agalpst Ebola virus

-_nreclmn in mankeys. The expedmental vaccing, the..

product of knowledge gained tor: three earier -

'*llND-develuped irwesllgaliona! Ebigla vaccines, is.

3 mage from bywo Ebola vinis gené segmenis=z..

¥ macague monkeys exposed 10 Ebold ifu
ks afler vaccination. Twoof four an}

i nkeys a hooster vaceine increased levels of-
ble protection agalnsl Ebala vire:

www.niaid.nih.gov/about/Pages/2014.aspx

3




Precision Medicine Initiative

PRESIDENT OBAMA'S PRECISION MEDICINE INITIATIVE WOULD
HELP DEVELOP BETTER TREATMENTS
FOR DISEASES LIKE CANCER BY:

*» Accelerating the design and testing
of effective treatments tailored to

individual patients

» Expanding geaetically based clinical
cancer {riafs

= Establishing a national "cancer
knowledge network’ to guide
treatment decisions

January 30, 2015

The NEW ENGLAND
JOURNAL of MEDICINE

A New Initiative on Precision Medicine
Francis S. Collins, M.D., Ph.D. & Harold Varmus, M.D.

i National Institute of
N l H ¥ Allergy and

Infectious Diseases

_www.nih.qovlprecisionmedicine
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Advisory Commission on Childhood
Vaccines (ACCV)

Food and Drug Administration Update

LCDR Valerie Marshall, MIPH
Immediate Office of the Director
Office of Vaccines Research and Review (OVRR)
Center for Biologics Evaluation and Research (CBER)
Food and Drug Administration (FDA) 1

Outline

Recent Approvals

Pregnancy and Lactation Labeling Rule

Upcoming Meetings and Events

Global Public Health Activities




Vaccine Approvals

Trumenba, Meningococcal Vaccine

Approved in October 2014

First vaccine licensed in the United States to prevent invasive
meningococcal disease caused by Neisseria meningitidis serogroup B

Age Indication:
» |ndividuals 10 through 25 years of age.

Trumenba was granted Breakthrough therapy status, which is intended
to expedite the development and review of medical products that
address a serious or life-threatening condition.




Bexsero, Meningococcal Vaccine

Approved in January 2015,

For the prevention of invasive meningococcal disease caused by
Neisseria meningitidis serogroup B

Age Indication; individuals 10 through 25 years of age.

It is the second vaccine approved by FDA in the past three months
to prevent this disease.

Bexsero was designated Breakthrough therapy and this BLA was
reviewed under the Priority Review schedule.

Recombinant, Gardasil 9

Approved in December 2014

Indication: For prevention of cervical, vulvar, vaginal and anal
cancers caused by HPV types 18, 18, 31, 33, 45, 52 and 58, and for
the prevention of genital warts caused by HPV types 6 or 11.
Age indication

= Females ages 9 through 26

« Mazles ages 9 through 15
Gardasil 9 adds protection against five additional HPV types—31,
33, 45, 52 and 58— which cause approximately 20 percent of

cervical cancers and are not covered by previously FDA-approved
HPV vaccines.




Prevnar 13 - BLA Supplement
= nJanuary 2015, OVRR approved a supplement to the BLA for

Pneumecoccal 13-valent Conjugate Vaccine (Diphtheria CRM197
Protein), Prevnar 13®

» To include language in the US Package Insert {(USPI) regarding
the effect of prophylactic antipyretic medication on the
immunogenicity of Prevnar 13 when given with routine pediatric
vaccinations in healthy infants.

» The PCV13 immunogenicity data suggest that acetaminophen used
prophylactically, but not for treatment of fever, in infants, may result
in reduced antibody responses to certain vaccine serotypes following
PCV13 immunization.

Pneumovax 23 - B

» |n December 2014, OVRR approved a supplement to the BLA for
Pneumococcal Vaccine, Polyvalent, PNEUMOVAX ® 23, to include
a 2D barcode on the single dose pre-filled syringe label.

» 2D bharcodes contain the vaccine product identification information
as well as the lot number and expiration date.




Pregnancy and Lactation Labeling Rule

In December 2014, the FDA published the Content and Format of
Labeling for Human Prescription Drug and Biological Products;
Requirements for Pregnancy and Lactation Labeling

The PLLR requires changes to the content and format for
information presented in prescription drug labeling in the Physician
Labeling Rule (PLR) format to assist health care providers in
assessing benefit versus risk and in subsequent counseling of
pregnant women and nursing mothers who need to take medication,
thus allowing them to make informed and educated decisions for
thermselves and their children.

The PLLR removes pregnancy letter categories — A, B, C, Dand X.
The PLLR also requires the label to be updated when information
becomes outdated.

10
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cy and Lac'tation Labelih‘g Rule

Pregn

Upcoming Meeting

12




Advisory Comrh"'itteé M'éeting

On March 4, 2015, the Vaccines and Related Biological Products
Advisory Committee (VRBPAC) will meet in open session to discuss
and make recommendations on the selection of strains to be
included in the influenza virus vaccines for the 2015-2016 influenza
sSeason

13

Global Public Health Activities

14




“Global Public Health

In response to the Ebola epidemic in West Africa, FDA is continuing to
work with federal partners, the medical and scientific community,
industry, and international organizations and regulators to assess
investigational products and provide regulatory pathways that may
expedite the development and availability of products.

15
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NATIONAL VACCINE PROGRAM
OFFICE UPDATE
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' Vaccine

Program Dr. Karin Bok
Office

COOPERATIVE AGREEMENT: RESEARCH,
MONITORING AND OUTCOMES DEFINITIONS FOR
VACCINE SAFETY

NV-VSR-15-001: Our objective is to conduct
research in vaccine safety that:

o determines the safety profile of new vaccines
during the early development stage,

o develops or modifies existing vaccines to improve
their safety,

o directly impacts the current vaccine safety
monitoring system, and/or

o produces consensus definitions of vaccine safety
outcomes that could be utilized to collect
consensus data in clinical research conducted _se®_ nationa

Vaccine

globally progeam ||




- COOPERATIVE AGREEMENT: RESEARCH,
MONITORING AND QOUTCOMES DEFINITIONS
FOR VACCINE SAFETY

o Projects Related to Pregnant Women and
Newborns

Of particular interest are projects related to
researching, establishing or testing the vaccine
safety profile of vaccines that are either currently
recommended for, or are expected to be, routinely
administered to pregnant women and/or newborns.
Topics of research may cover establishing the
safety of a vaccine in either the pregnant woman,
her newborn or both, at any stage of the vaccine
development, testing and/or pre-clinical or clinica}éle —
research and monitoring of vaccine safety. fEE yaccine

"l office

COOPERATIVE AGREEMENT: RESEARCH,
MONITORING AND OUTCOMES DEFINITIONS
FOR VACCINE SAFETY

PILOT COOPERATIVE AGREEMENT
o TWO AWARDS OF $250,00 EACH

o ONE YEAR DURATION

http://www.grants.goviweb/grants/view-opp ortunity.html?oppld=271393

"B office

i Bl Program | E

e National | i




VACCINE SAFETY SCIENTIFIC AGENDA:
IMMUNIZATION SAFETY TASK FORCE

o All Federal partners involved in vaccine safety drafted
this document

Bok Karm s
:Ofﬁce of the Assmtant

o Blomerhcal
'Advauced Research
~and Development

Lteading Safety System Ohfegﬂvus

Institution

Rapfd!y tesrs, and confirms or refects VAERS genera i
viccination and medical records and ollows for hear real- Hirie surveillante.

hitpiffiniviede. gov/vaccinesafety/Activitles/vsd. hitm!

Rapl'd in mun!zaﬂon Fealthicare dutabuse and a variaty of observaf ona 'stua’y des!gns, including pear-real ime
survelllance

’ Suppurts post markeﬂng database stidies

hitpytfuvwafhse.mil/home

ational

itk accine

Centerfor Obfams data fmm VA ADERS and vA fntegmred Databoses i t c)’( the ] '_ c rogram
Medication Safety  odministeréd In the VA heolthcore system, : ffica

{VAMedSAEE} hittpy//uww. pbm.va.qov/vocenterfor,
asp

dfcatfonsafeMacenterformedfratfonsafefgoboutus.
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: DEPARTMENT OF HEALTH AND HUMAN SERVICES Cffice of the Secretary

Office of the Assistant Secretary for Health
Woashington, D.C. 20201

Vaccine Safety Scientific Agenda

Vaccines are one of the most important measures available to support and protect public
health. While vaccines have substantial benefits, it is also important to assess their safety during
discovery and development, regulatory approval, recommendations for use, and subsequent post-
marketing surveillance. In the U.S. vaccine safety evaluation is overseen and coordinated by federal
departments and agencies. The key federal-departments with a role in vaccine safety activities include
the U.S. Department of Health and Human Service {HHS, which includes the Centers for Disease
Control and Prevention, CDC; the Food and Drug Administration, FDA; the Health Resources and
Services Administration, HRSA; the National Institutes of Health, NIH; the Centers for Medicare and
Medicaid Services, CMS; the Indian Health Service, IHS; the National Vaccine Program Office, NVPO,
and the Biomedical Advanced Research and Development Authority, BARDA), the U.S Department of
Defense (DoD), and the U.S. Department of Veteran Affairs (VA). While no medical intervention is 100
percent safe, the many components of the safety system provide multiple and overlapping levels of
assurance of the safety of vaccines in the U.S.

NVPO’s National Vaccine Advisory Committee (NVAC) advises the HHS’ Assistant Secretary for
Health on prevention of human infectious diseases through vaccine development, provides advice
regarding how to evaluate and prevent adverse reactions to vaccines, and has recently evaluated and
made recommendations on the state of the U.S. Vaccine Safety System (NVAC, 2011). NVPO also
coordinates the Immunization Safety Task Force {ISTF) which promotes collaboration among all
federal partners invested in vaccine safety activities. Highlighting the importance of vaccine safety, the
2010 National Vaccine Plan called for the development of a vaccine safety scientific agenda that would
summarize the contributions of the federal partners to the overall safety of vaccines in the U.S. This
document outlines the efforts of federal agencies on vaccine safety and the ongoing and planned

associated scientific activities and interagency coordination that contribute to the safety system.

U.S. Public Health Service




Pre-licensure {Discovery/Research and Development) Vaccine Safety Scientific Activities

The evaluation of vaccine safety is an important component of vaccine research and
development. The NIH is the main federal partner during this stage, focusing on and supporting the
basic and applied research that forms the foundation of vaccine development. As promising ideas
develop into potential vaccine candidates, safety is considered during every step of the vaccine
development pipeline. Consistent with FDA regulations and guidance documents, vaccine candidates
are evaluated for safety in relevant animal models and other laboratory asseésments before moving
into clinical trials. All trials include a rigorous assessment of vaccine safety as a primary study objective,
and study participants are closely monitored for any adverse events associated with vaccination
{commonly referred to as adverse events following immunization or AEFIs). In addition to research on
new vaccines;, the NIH devotes substantial resources to developing improved vaccines that are more

effective and have fewer side effects than currently licensed vaccines.

During the pre-licensure phase of vaccine development, when clinical trials are underway, the
U.S. FDA’s Center for Biologics Evaluation and Research {(CBER) also plays a critical role in helping
assure safety for research subjects, the quality of the scientific investigation, and that the vaccine
clinical trial designs are adequate to permit an evaluation of vaccine safety and effectiveness. CBER’s
Office of Vaccines Research and Review {OVRR) research programs develop testing methods,
reference materials, and other tools to evaluate the safety of vaccines, including the cell substrates
used to manufacture vaccin.es. OVRR also develops and evaluates predictive pre-clinical models and
other methods to screen novel vaccine components for potential adverse effects prior to clinical trials.
A summary of the scientific activities at this stage of vaccine development is shown in Table 1 {please

refer to the web links for updated and additional information).

U.S. Public Health Service



Table 1.Pre-licensure Vaccine Safety Scientific Activities

Leading Vaccine Safaty - Scientific Agendsa
Institution Activity

2 e
Design of novel the
vaceine strategles Immunization profile

htip:/Ywww. nfaid.nih.gov/about/organization/dalt/programs/Pages/basicimmunalogy

P

51l

SRONSES: it

NiH Improving vaccine Discover and develop novel adjuvants, alternative routes of administration, and
immunomodulators  formulations

adminisiration, and

formulations
Vice

-
. FD. Study of Study molecular }ﬁechamsms of pathogenicity and determine biomarkers ovru;ence
pathogenicity that might improve the safety profile

Regulatory Review and Licensure Vaccine Safety Scientific Activities

When an entity, usually a n’ianufacturer, believes that a vaccine candidate has been shown to
he safe and effective based on analysis of safety and efficacy in clinical trials and other data, it can
submit a license application to the FDA for review, As part of the license application review process,
CBER may convene the Vaccines and Related Biological Products Advisory Committee (VRBPAC)
where the vaccine sponsor and the FDA present their findings. The VRBPAC, whose members are
experts external to FDA, provides advice to the Agency regarding the safety and efficacy of the vaccine
for the proposed indication. As part of its assessment of the license application, CBER conducts a
rigorous review of manufacturing and product information, non-clinical pharmacolbgy and toxicology
data, and clinical studies to make a determination regarding licensure (or approval}. If the data support
the safety and effectiveness of the vaccine, it is licensed, which means that it can be commercially
marketed. Following vaccine licensure, CBER and manufacturers conduct ongoing surveiltance of the
vaccine, including assessment of adverse events, lot release activities, and inspections of

manufacturing facilities.

U.S. Public Health Service




Post-Licensure Vaccine Safety Scientific Activities

Vaccine licensure does not guarantee that a vaccine will be recommended for routine use, and
vaccines must undergo an additional step of expert review in order to be routinely recommended. The
CDC’s Advisory Committee on Immunization Practices or ACIP is an independent advisory committee
that develops recommendations on how to use vaccines to control diseases in the U.S.

(http://www.cde.gov/vaccines/acip/index.html).

In addition, the federal agencies and departments that oversee and coordinate vaccine safety
evaluation continuously monitor and conduct research on the safety of marketed vaccines being
administered fo the public. Continuing safety monitoring and research after a vaccine is introduced
into the market and administered to the population is essential to detect rare adverse events that
might have remained undetected during the developmental phase. A summary of the routine federal
vaccine safety systems is detailed in Table 2 (please refer to the web links for details on specific

scientific activities related to vaccine safety conducted by these systems}.

U.S. Public Health Service



Table 2. Routine Vaccine Safety Monitoring and Research Systems

Leading Safety System Objectives

Instltutlcm

cbC Vaccine Safely Rapidly tests, and conf‘ rms or rejects VAERS- genemted signals. It links databases, mcludmg
Datalink (V5D} vacoination and medical records and allows for near real-time surveiflance.
hitp /S www.cde.gov/vacelnesafety/Activities/vsd. html

s SR
FDA Post-Licensure Monitors the sofety of vaccines post licensure using o national large, linked electronic
Ropid immunization  healthcare datobase and a varlety of observational study designs, Including near-real time
Safety Monitoring survelllance
Program {PRISM) htto/Ywww.fda.gov/BlolagicsBloodVaccines/SafetyAvailabillty/Vaccine Safety/defauft.htm

2
Dop Armed Forces Supports post-marketing databuse studies
: Health Surveillance  http//www.afhse.mil/home
Center(A FHSC}

o) LR Ry 3
VA Center for Obtams data from vA ADERS ond VA Integrated Databuoses to track the safely of vaccines
Medication Safely  administered in the VA healthcare system.
{VAMedSAFE) httpy//www.pbm.va.gov/vacenterformedicationsafety/vacenter formedicationsafetyaboutus.
asp

Following vaccine licensure, all the federal partners, HHS, DoD and VA also collaborate to
conduct comprehensive product-specific safety research. Specific vaccine safety studies are developed

based on questions or concerns raised from the medical literature, when there are new vaccines that

have been recommended for use, if there are changes in how a vaccine is recommended, or there are

reports to the Vaccine Adverse Event Reporting System (VAERS). Continued vaccine safety research is

essential to advance knowledge of vaccine safety and inform clinical and public health practice.

Some of the current key projects are detailed in Table 3.
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Table 3. Post-Licensure Vaccine Safety Research of Special Interest

Research Plan

Il

= S

Research potential safety concems of newly licensed

products such as autoimmune diseases or anaphylaxis

o

to identify fackars that could he modified to

£DC Assessing vaccine safely in enderstudied Special populafions, sch as pregnant wn-me immune
populations deficient pafients, and special ethnicities, have been
histarically exwluded from vaccine clipivel irials. CDC

evaluates vactine safely among these populations as well
S5 Ty et ok SR e B o

2 LA-A ;ﬁﬁyA = LA A HE

G Communicalions Researc Research on knowledge, tuies, beliefs, and hehaviors

relgted  to voccine safefy and  AEFl reporling, ond

continuously improving shategies for communicaling risks
i R T AR o

DoD Detecting AEFIS in special papufations Pregnonsy regiskies are mined to assess matemal ond

. . Sy dnd convnls e
VA £nd of season analysis Yearly assessment of influenza vaccine associaled AEFs in
the VA healtheare system

Final Remarks

The mechanisms employed by federal depariments and agencies at each stage of a vaccine’s
development, its licensure, and during the post-marketing evaluation phase comprise a

comprehensive vaccine safety enterprise. The individual components of the safety network are
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designed to overlap and complement each other to ensure the highest degree of synergy and

effectiveness possible as the safety of vaccines is evaluated and monitored.
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Flu widespread in 43 U.S. states: CDC repor

Mon, Jan 5 2015

By Julie Steenhuysen

CHICAGO (Reuters) - Flu is widespread in 43 U.S. states, up from 36 states in the prior week, the U.S. Centers for
Disease Control and Prevention reported on Monday.

Six children died from the fiu during the last full week in December, bringing the total flu deaths to 21 this season, the
report showed.

Last week the CDG reported for the first time that deaths from fiu and pneumonia reached an epidemic level, comprising
6.8 percent of all deaths. That figure slipped slightly below the epidemic level in this week's report, the CDC said.
"_ast week was the first week that this particular number exceeded the epidemic threshold, but we've been in a flu
epidemic for weeks now," sald Dr. Michael Jhung, medical officer in the Centers for Disease Control and Prevention's
Influenza Division.

The statistic is just one of many clues the CDC uses to gauge the severity of fiu in the United States, which has a
widespread outbreak - or an epidemic - every year.

Jhung reviews several factors when determining whether the flu season has started, suggesting the nation is in a period of
epidemic. Initially, he considers the percentage of positive flu tests. YWhen that exceeds 10 percent for 2 weeks, the season
is starting. That happened around mid-November this season.

He also looks at the proportion of patients seeking care for influenza-related illnesses. When that exceeds 2 percent of
visits, it is another sign of a flu epidemic.

This season, flu watchers are keenly focusing on hospital admissions because the current vaccine may not be a good
match for the most common seasonal fiu strain circulating in the United States known as influenza A (H3N2}) virus.

Flu seasons dominated by H3N2 tend to have higher overall hospitalization rates and more flu-related deaths, especially
among older people and very young children compared with flu seasons dominated by the H1N1 virus or influenza B
viruses.

in the latest CDC report, flu hospitalizations, a key measure of severity, have reached 12.6 per 100,000 for all ages. Last
season, the rate was 5.8 per 100,000 and in 2012, the most recent season dominated by H2N3, the rate was 8.1 percent.

"Ae are above that now," Jhung said, suggesting this fiu season "is at least as severe as 2012 was."
{Reporting by Julie Steenhuysen; Editing by Richard Chang)

© Thomson Reuters 2015, All rights reserved. Users may download and print extracts of content from this website for their
own personal and non-commercial use only. Republication or redistribution of Thomson Reuters content, including by
framing or similar means, is expressly prohibited without the prior written consent of Thomson Reuters. Thomson Reuters
and its logo are registered trademarks or trademarks of the Thomson Reuters group of companies around the world.

Thomson Reuters journalists are subject to an Editorial Handbook which requires fair presentation and disclosure of
relevant interests.

This copy is for your personal, non-commercial use only. To order presentation-ready copies for distribution to colleagues,
clients or customers, use the Reprints tool at the top of any article or visit: www.reutersreprints.com.
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U.S. Food and Drug Administration
Protecting and Promoting Your Health

FDA News Release

FDA approves a second vaccine to
prevent serogroup B menmgococcal
disease

For Immediate Release

January 23, 2015

Release

The U.S. Food and Drug Administration today approved Bexsero, a vaccine to prevent invasive
meningococcal disease caused by Neisseria meningitidis serogroup B in individuals 10 through 25
years of age.

Bexsero is the second vaccine approved by the FDA in the past three months to prevent this
disease. The agency approved the first meningococcal serogroup B vaccine in October 2014.
Before these approvals, existing approved meningococcal vaccines in the U.S. covered only four
of the five main serogroups of N. meningitidis bacteria that cause meningococcal disease: A, C, Y
and W.

Meningococcal disease is a life-threatening illness caused by bacteria that can infect the
bloodstream (sepsis) and the lining that surrounds the brain and spinal cord (meningitis). N.
meningitidis is a leading cause of bacterial meningitis. The bacteria are transmitted from person to
person through respiratory or throat secretions (e.g., by coughing, kissing or sharing eating
utensils). According to the Centers for Disease Control and Prevention, about 500 total cases of
meningococcal disease were reported in the U.8. in 2012, of which 160 were caused by serogroup
B.

“With today’s approval of Bexsero, the U.S. now has two vaccines for the prevention of serogroup
B meningococcal disease,” said Karen Midthun, M.D., director of the FDA’s Center for Biologics
Evaluation and Research. “The approval of these vaccines represents a major public health
accomplishment toward preventing this life-threatening disease.”

Meningococcal disease can be treated with antibiotics to reduce the risk of death or serious long-
term problems, but even with immediate medical attention these outcomes are not always
prevented. Vaccination is the most effective way to prevent meningococcal disease.

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm431370.htm 2/9/2015
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215 cases of whooping cough in January; vaccinations
urged -

FEBRUARY 02, 2015 10:30 PM + BY ERIN ANDERSEN |
LINCOLN JOURNAL STAR

HEALTH/MEDICINE

In January, 215 cases of whooping cough
were diagnosed in Nebraska and, as case
numbers continue to rise, parents are being
encouraged to vaccinate their children.

“There were more than 200 whooping cough
cases in January, which is higher than some
of our total case numbers for previous years,
and that's concerning,” said Dr. Joseph
Acierno, chief medical officer and director of
public health for the Department of Health
and Human Services.

“Parents should check their children’s
vaccination records, as well as their own, to
make sure everyone is protected,” he said.

Of those cases, 162 were in Lancaster County, said Tim Timmons, communicable
disease specialist with the Lincoln-Lancaster County Health Department. Of those cases,
51 have been confirmed, the remainder are probable cases of whooping cough,
Timmons said.

In all of 2014, there were 395 confirmed and probable cases of whooping cough in i.
Nebraska -- a significantly higher number than in previous years, dating back to 2004. Of
those, 198 were Lancaster County cases and 104 of those were in December, Timmons
said. ‘

In a typical year, the county sees about 40 cases, Timmons said.

Whooping cough, also known as pertussis, is a highly contagious disease marked by
severe coughing. Pertussis is caused by bacteria found in the mouth, nose and throat of
an infected person, and is spread through close contact -- particularly when a person
coughs or sneezes.

Whooping cough can affect people of all ages, but can be life-threatening for infants
under a year old. Older children, teens and adults can spread the disease to infants and
young children, which is why the state is encouraging anyone who has contact with
babies, toddlers and school-age children to be vaccinated against whooping cough.

http://j ournalstar.com/news/local/cases-of-whooping-cough-in-january-vaccinations-urged/a... 2/5/2015
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Children are vaccinated against diphtheria, tetanus and whooping cough as part of a five-

shot series given at ages 2, 4, 6 and 15 o 18 months of age, and just before starting
school. Nebraska law also requires a booster shot before entering the seventh grade.

Because many of the current cases of whooping cough are among children ages 6 to 19,
who were up-to-date on vaccinations, the thought is the vaccine may lose its
effectiveness over time. Health workers have also identified a new strain of pertussis.

Medical professionals recommend anyone under the age of 65 who has not received a
pertussis-containing vaccine as an adult, to get a Tdap (tetanus, diphtheria and
pertussis) booster vaccine.

People diagnosed with pertussis should also be prescribed antibiotics. While the
medication will not shorten the bout of pertussis, which is often called “the 100-day

cough” it can lessen the length of time a person is contagious.

To limit the spread, people with whooping cough should stay home from work, school
and other public places for the full five-day course of antibiotic treatment. Those not
receiving antibiotics should stay home for three weeks after the first onset of violent
coughing, Timmons said.

For vaccination information, contact your healthcare provider or health department.
Information can also be found at dhhs.ne.gov/iimmunization or by calling 402-471-6423.

hitp://journalstar.com/news/local/cases-of-whooping-cough-in-january-vaccinations-urged/a... 2/5/2015
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The 2015 Child/Teen Immunization Schedule: Changes You

Should Know
William T. Basco, Jr., MD, MS | February 02, 2015

Update on the 2015 Child and Adolescent Vaccine Schedule Recommendations

It's that time of year, when pediatric providers begin to look for any vaccine schedule changes recommended by the
Advisory Committee on Immunization Practices (ACIP) at the Centers for Disease Control and Prevention (CDC).
The most recent recommendations!'! were released on January 26 but will not be published in Pediatrics as they
have been in the past. Instead, the schedules will be provided only online, allowing for real-time updates as any
recommendations or products change. For those who are wedded to having a wall chart, however, color PDFs of the
recommended schedule and the usual accompanying footnotes can be downloaded, printed, and placed on the

office wall.

Compared with last year, there-are relatively few changes to the recommendations or footnotes.

For some extensive past footnote revisions that still may be worth reviewing, see my commentary from last year
related to changes in hepatitis A vaccine recommendations for infants who will be traveling and important changes
in recommendations regarding when and how to sequence pneumococcal polysaccharide vaccine (PPSV23) and
pneumococcal conjugate vaccine (PCV13). Given the small number of changes to the actual vaccine schedule, | will
emphasize some of the new footnote details and some of the specific changes.

Advantages of Online Charts

One of the advantages of the online schedule is that the footnotes are now links within the chart.

First, both the main and catch-up online charts are broken up into smaller age groups, allowing more detail to be
placed on the charts themselves, thereby decreasing the need to always refer fo the footnotes.

The first routine chart covers birth to 15 months, with the second covering 18 months to 18 years. The sequential
footnotes can be accessed by simply scrolling down after the charts. The catch-up vaccine charts are divided into
small age windows, such as 4 months to 6 years, and provide catch-up recommendations for all of the preschool
vaccinations. In addition, each of these catch-up vaccine charts is appropriately indexed with hyperlinks to its own

footnotes and other resources.

Ancther advantage of the online chart is that each numerical footnote on the chart is hyperlinked to the
corresponding footnote text, allowing quick navigation to the needed information. In addition, the end of each
footnote section contains a link o the catch-up vaccination schedule. When clicking on the catch-up vaccination
schedule link, the chart appears again and is much easier to follow than were the old foctnotes.

As an example of the additional detail displayed on the charts themselves, previously the ages at which some
children would "age out" of the need for specific vaccines (eg, only one Haemophilus influenzae B vaccine is
recommended after age 15 months) were conveyed in the footnotes. However, these age-out provisions are now
shown directly on the charts.

Influenza vaccine. Most of the changes fo the influenza vaccine section include additional clarifications and some
contraindications. Previously, the guidance had listed asthma, a history of wheezing in the 12 months prior {o
vaccination, or any underlying medical condition that predisposed to influenza complications as contraindications.
Additional contraindications listed this year that are specific to live-attenuated influenza vaccine (LAIV) include:

1

http://www.medscape.com/viewarticle/839012_print 2/9/2015




Page 2 of 2

1. Persons who have experienced severe allergic reactions to LAV, to any of its components, or to a previous dose .
of any other influenza vaccine;

2. Children 2 through 17 years receiving aspirin or aspirin-containing products;

3. Persons who are allergic to eqgs;

4, Pregnant women;

5. Immunosuppressed persons,

6. Children 2 through 4 years of age with asthma or who had wheezing in the past 12 months; or
7. Persons who have taken influenza antiviral medications in the previous 48 hours.

The updated chart graphically offers additional detail about what vaccines should be given at 6 months to 2 years
(inactivated only), the fact that many children 6 months to 9 years will need two vaccines, and the fact that children =
9 years need only one, all providing much more detail than the 2014 chart.

Measles, mumps, rubella (MMR). This chart now displays a purple bar that hyperlinks to a footnote, detailing
specific MMR vaccination recommendations for infants < 12 months old. Children < 12 months old who travel
internationally should receive one dose before departure. However, note that these children will stilf require the
usual two-dose schedule, beginning at the usual age of 12 months, as they age. In a similar vein, any child who is
12 months or older and travelling internationally should receive two doses of MMR vaccine starting at 12 months,
and given at least 4 weeks apart, all prior to departure.

Meningococcal vaccine. There are no changes in the recommendations for which patients should receive the
meningococcal vaccine on a routine basis or for the "high-risk" groups who should also receive it. The high-risk
groups include children with functional or anatomic asplenia, children with persistent complement component
deficiency, and children traveling to endemic areas. The major change here is the change in the footnote display.
The new footnote section for meningococcal vaccine is almost chart-like, with clearer distinctions of what each child
should receive based on which of the three approved preparations (MenACWY-CRM, MenACWY-D, or Hib-MenCY-
TT) the child received.

Overall, the 2015 schedule contains minor alterations to the actual recommendations but some substantial
improvements in the "user-friendliness” of the charts. Finally, the online schedule includes links to some great
parental vaccine resources, including parent- and child-friendly graphical charts of vaccine recommendations and a
tool that one can use to give parents a dated schedule specific to their child about when each of the vaccines should
he received. Check it out!
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Parents of Vaccine-Injured Children

Speak Out: 'The Guilt Is Huge'

Beth Greenfield | Senior Writer | February 17, 2015

Susan Lawson and her daughter Julia. Photo courtesy of Susan Lawson.

When Susan Lawson of Colorado hears parents declaring, unequivocally, that
everyone should vaccinate their children because it's petfectly safe, she says it
feels “like a punch in the gut.” That's because she’s seen another side of the
story: Her daughter Julia, now 9, was left with permanent brain damage — an
injury acknowledged by a federal court payout — after receiving her MMRV
(measles-mumps-rubella-varicella) shot when she was a year old.

hitps:/iwww.yahoo.com/parenting/parents-of-vaceine-injured-children-speak-out-1 10904439577 himl?soc_sre=mags&soc_irk=copy M1
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STORY: Why You Should, and Shouldn’t, Worry About Measles

Lawson tells Yahoo Parenting that one morning, about a week after Julia
received the shot, her now-ex-husband found their daughter in a terrifying
state. “She was blue and cold and her body was arched, her eyes were looking
in opposite directions, and she was covered in feces and vomit,” she recalls.
“We thought she was dead.” She was rushed to the hospital, where doctors
said she was having seizures, and she was put into a medically induced coma.
Julia spent many days in intensive care and the neurology ward before being
sent home with the diagnosis of encephalitis, or swelling of the brain.

STORY: Please Vaccinate Your Healthy Kid — to Keep Mine Safe

Lawson, a veterinarian who had the utmost faith in medicine, had never before
questioned vaccinations, and had always inoculated Julia right on schedule.
But now she began to wonder. Hospital doctors dismissed any thought of a
connection. But when Lawson asked a pediatrician about it, she was told it
could be a possibility. Every family featured in this story received a payment by
the United States Court of Federal Claims, which concluded that their rare
injuries were caused by the vaccines.

STORY: Should Pediatricians Refuse to Treat Unvaccinated Families?

“I felt shocked, bewildered, and guilty,” Lawson recalls. “We were trying to
protect her, and instead | destroyed her. The guilt is huge.”

The pediatrician helped Lawson file a notice through the Vaccine Adverse
Event Reporting System (VAERS), a national vaccine safety surveillance
program cosponsored by the Centers for Disease Control and Prevention
(CDC) and the Food and Drug Administration (FDA). Lawson then hired a
vaccine-injury attorney and began what became a trying, four-year journey
through the country’s National Vaccine Injury Compensation Program of the
US Court of Federal Claims — a specific, no-fault forum for vaccine injuries or

hilps:fwww.yahoo.com/parenting/parents-of-vaccine-injured-children-speak-out- 110004438577 him|?soc_sre=magsé&soc_fri=copy
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deaths, set up by Congress in 1986 to ensure justice for children (and, as
clarified by the Supreme Court recently, to protect vaccine manufacturers from
being sued). At the end of it, in 2011, Lawson was awarded nearly $1.5 million
for lost future wages, future life care, and pain and suffering on behalf of her
daughter, whom she describes as “an eternal toddler,” with little language
skills, constant medications, and daily seizures.

“Was it justice? | mean, they could have done nothing,” Lawson says. “But |
just want my kid back.”

THE RISKS

Serious vaccine injuries and deaths are few and far between, according to the
CDC. “Like any medication, vaccines can cause side effects,” a spokesperson
tells Yahoo Parenting through an email. “The side effects associated with
getting vaccines are almost always mild (such as redness and swelling where
the shot was given) and go away within a few days. Severe reactions, such as
a severe allergic reaction, are rare.”

How rare? A CDC list of possible vaccine side effects notes that, for MMRV,
the risk of a severe allergic reaction is “fewer than 4 per million,” while the risk
of serious incidents including brain damage, it says, “occur so rarely, we can't
be sure whether they are caused by the vaccine or not.” Other possible risks
range from febrile seizures (about one child in 1,250 for MMRV) to a fever of
105 or higher (about one child per 16,000 for DTaP). Notes the CDC
spokesperson, “Years of testing are required by law before a vaccine is
licensed and distributed. Once in use, vaccines are continually monitored for
safety and efficacy. As a result, the United States currently has the safest,
most effective vaccine supply in history.”

https:/Avww yahoo.com/parenting/parents-of-vaccine-inj wed-children-speak-out-110904438577.hml?soc_src=mags&soc_frk=copy 3M
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Julia and her brother during a period of hospitalization in 2008. Photo courtesy
of Susan Lawson.

An overwhelming majority of Americans agree: A just released Pew Research
Survey found that 83 percent of the public says vaccines for diseases such as
measles, mumps, and rubella (MMR) are safe for healthy children, while about
hine percent think such vaccines are not safe; an additional sevén percent say
that they don't know.

A 2012 study out of Boston Medical Center, meanwhile, found that, in a
random sampling of 100 VAERS repotts, only 3 percent of side effects (mostly
allergic reactions) were classified as definitely caused by the vaccine; 20
percent were determined as “probably” related, another 20 percent as
“possibly” related and a majority were classified as “unlikely” or “unrelated.”

But, says the CDC representative, “Individuals react differently to vaccines,
and there is no way to absolutely predict the reaction of a specific individual to

hitps:/Awww.yahoo.com/parenting/parents-of-vaccine-injured-children-speak-out- 110804439577 hitm I7s06_sre=mags&soc_frk=copy
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a particular vaccine. Anyone who takes a vaccine should be fully informed
about both the benefits and the risks of vaccination.” Dr. Mobeen Rathore, a
Florida pediatrician and member of the American Academy of Pediatrics’
Committee on Infectious Diseases, agrees, stressing to Yahoo Parenting that,
“while most people wouldn’t say there’s absolutely no risk of complications
from vaccines, the benefits outweigh the risks of any complication, which are
rare.” In the cases where they do unfortunately occur, he says, “It's appropriate
that the families are compensated.”

Renee Gentry, a Washington D.C.—based vaccine-injury attorney and
president of the Vaccine Injury Petitioners Bar Association, believes that
injuries, however rare, should be a part of the public conversation. “Vaccines
are incredibly important, but we should treat them as they are — man-made
pharmaceuticals that carry risk. The fear is that if you talk about that at all,
people won't vaccinate.” But not discussing it, she says, is to deny reality. “To
say there is nothing unsafe about vaccines — when you can have a reaction to
an aspirin — makes no sense.” She adds, “Informed consent is the underlying
basis of medical care, and parents shouldn’t have to be afraid to raise
questions with their doctors. Because yes, vaccine injuries are rare, but they
do exist.”

RECENT INJURY CASES

Alisa Pittaluga, a pediatric occupational therapist and mother of three in

upstate New York, had always felt a bit cautious when it came to vaccinations.
“I've questioned it because of my profession,” she explains, noting that many
parents over the years have expressed beliefs that their child's medical
conditions were somehow related to vaccines. Pittaluga believed in
vaccinating, though, and compromised by delaying and spacing out the shots
for her youngest child, Daniel, now 7. He had his first MMR shot right before he
turned 4 (rather than at the CDC-recommended age of 12 to 15 months).

“He was a totally healthy 3-year-old,” she says. But within two weeks of

hitps:/www yahoo.com/parentingparents-of-vaccine-injured-children-speak-out- 110904439577 him!?sac_sre=magsdsoc _trik=copy 5111
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Daniel’s shot, his mom began to notice he had bruises in strange places — on
his chin, along his spine. One night, while bathing him, she saw that his whole
upper body appeared to be bruised. “He looked like he’d been in a car accident
— his arms and back were purple with bruises,” she recalls, adding that she
became an instant “wreck,” as she’d worked with kids who had leukemia, and
knew that excessive bruising was an early symptom. During a doctor’s exam to
rule out the cancer, she recalls, “l was shaking from head to toe for an hour.”

Daniel Pittaluga several years ago, before receiving his shot. Photo courtesy of
Alisa Pittaluga.

Leukemia was ruled out; instead, he was diagnhosed with the disorder
idiopathic thrombocytopenic purpura {(ITP), which leads to excessive bleeding
or bruising because of low blood platelets that help to clot the blood. His
pediatrician mentioned that it could have been associated with his MMR
vaccination — as it has been found to be, according to the CDC’s list of MMR
side effects, for about 1 in 30,000 doses.

hitps:fwww.yahoo.com/parenting/parents-of-vaccine-injured-children-speak-out-110904439577 him| ?soc_sre=magsdsoc_trk=copy
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“| was devastated,” Pittaluga recalls. | cried. | felt so guilty that | took this kid in
and made him get his shot.”

Luckily, Daniel's condition resolved itself in a year (as do the majority of MMR-
related cases). But during that time, he had to be monitored with weekly blood
tests, hooked up to a [V blood bag for dangerously low platelet levels, and
supervised constantly to make sure he never fell down and hit his head, which
could have been deadly. “The hardest part was having a 3-year-old boy who
was nhot allowed to run or jump,” Pittaluga says. She filed a claim with the
vaccine-injury court and, at the end of 2014, was awarded compensation (a
sum she requested be kept private), to be put into a trust for Daniel.

Pittaluga, now pregnant with her fourth child, says she feels validated by the
ruling, but forever changed. “I understand that with measles, people can have
complications,” she says. “But watching your 3-year-old not being able to clot
his blood for a year is much more terrifying to me.” She’s uncertain, for now,
how she’ll proceed with vaccinations for her newborn, and admits to feeling
“furious” regarding the anti-anti-vaxxer sentiments that dominate the media.

Harry Tembenis of Massachusetts has similar reactions to the discourse. His
only child, a son named Elias, developed a seizure disorder as the result of a
routine DTaP shot at four months old; he eventually died, at the age of 7,
during a major seizure, while his case with the Vaccine Injury Compensation
Program court was still pending. The court, after seven years, eventually
determined that the vaccine caused his disorder, agreeing to pay out more
than $1 million in 2013. “We got justice, we got closure,” Tembenis tells Yahoo
Parenting. But he takes umbrage when he hears medical experts saying that
vaccines are completely safe, noting that when they took Elias in for his shots,
on schedule, they knew nothing about any possible risks. “We took the
pediatrician’s word as gospel,” he says. “Unfortunately, my wife and | learned
the hard way.”

Since the first Vaccine Injury Compensation Program (VICP) claims were filed
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in 1989, nearly 4,000 compensation awards have been made, totaling nearly
$3 billion; nearly 10,000 claims, meanwhile, have been dismissed. In 2014, the
court made 365 awards totaling more than $223 million (counting both
petitioner payouts and attorney fees); the totals represent payouts both in
which the court concedes a vaccine connection and those that were simply
settlements. In cases where petitioners win concession, payout amounts vary
wildly due to severity of injury and whether a child dies or not. Deaths, Gentry
explains, usually receive less, because when a child survives but sustains
serious injury (as in Julia’s situation), the court makes payouts for future life
care and future lost wages, as well as for pain and suffering. (Although the
$250,000 caps for both death and pain-and-suffering payouts have not
changed since 1986, Gentry notes). To date, the majority of compensated
claims stem from reactions to DTP (1,270 injuries), influenza (985), and MMR
(367) vaccines.

Some injuries fall within what's called the Vaccine Injury Table — a collection
of conditions that, if they occur within a specified amount of time, “itis
presumed that the vaccine was the cause of the injury or condition unless
another cause is found.” Injuries that fall within the Table — including
anaphylactic shock, encephalitis, chronic arthritis, and ITP (what Daniel had)
— are meant to go through the court system more quickly (although it doesn’t
always happen that way, as with Julia’s four-year case). Other cases become
more drawn-out and complex, with many feeling “adversarial,” Gentry notes.

“There are few Table injuries, so you almost always need to get an expert,”
she says, noting that there have been no Table updates since the late '90s —
although additions are currently being considered, according to a
spokesperson for the U.S. Department of Health Resources and Services
Administration (which oversees the VICP), including the immune disorder
Guillain-Barré Syndrome in relation to the influenza shot. “And,” Gentry says,
“it's incredibly difficult to get experts, as their reputations wind up getting
viciously attacked.” Attorneys often pay for experts and medical records up
front and get reimbursed at the end of a case. Many petitioners wind up taking
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settlements, Gentry notes, rather than risk getting into what can often turn into
a three-year court dispute.

“Basically, you can move cases through very quickly if you want to lose,”
Gentry notes. “It's not a workable model.”

The Pittaluga family, with Daniel at left. Photo courtesy of Alisa Pittaluga.

According to Lisa Reyes, chief deputy clerk at the US Court of Federal Claims,
the Vaccine Program was created with the expectation that most cases would
involve Table injuries. “About 90 percent of the petitions filed in the early days
of the Program presented Table injuries, and with a few exceptions, the
question of entitlement to compensation in these cases was easily resolved,”
she explains to Yahoo Parenting in an email. But today, she continues, “About
98 percent of cases filed represent these off-Table claims. The effect of these
changes is that more cases require evidentiary hearings, giving the perception
the process is more ‘adversarial.” As for reports about lagging cases, Reyes
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points to a 2014 analysis of the Vaccine Program by the US Government
Accountability Office, which found that “In all but 1 year since fiscal year 2009,
the program has met the target for the average time to adjudicate claims
(about 3.5 years).”

The case over Daniel's ITP was one of 357 awards granted in fiscal year 2014.
Others include one that garnered more than $2.3 million in compensation to a
young North Carolina boy with encephalitis and permanent brain damage
following a chicken pox vaccine (one of 127 awards so far in 2015); an
Arkansas girl who was awarded $1.3 million for neurological damage sustained
following MMR, hepatitis-A, and chicken pox vaccines; and an 8-year-old
Kansas boy who, the court conceded, had a seizure disorder triggered by an
underlying immune deficiency following a round of 12-month shots that
included DTaP, HiB, MMR, Varicella (chicken pox), and Prevnar (pneumonia).
The complicated court case took six years to reach a decision from the time it
was filed in 2008.

“The doctors couldn't stop his seizures,” says his mother Ann, a stay-at-home
mom to four children (who did not want her surname printed because of family
privacy concerns). “But | didn’t attribute it to the shots. My mind didn’t go
there.” At some point during her rounds of visits with baffled doctors, endless
tests, her son losing his ability to speak and walk, large doses of steroids, and

various diagnoses ranging from epilepsy to mitochondrial encephalomyopathy -

(a complex genetic disorder), a neurologist posited the vaccine-link theory.
That led her to hire a vaccine-injury attorney and go through the court system;
she’s still awaiting a decision on the amount of damages her son — who
remains on anti-seizure medication — will be awarded. But, Ann says, she’s
not anti-vaccine, and has since partially vaccinated her youngest children on a
delayed schedule.

“l was scared to death to do it, but | still think they’re important,” she tells
Yahoo Parenting. “1 do think people should be educated, and that no one
should go into vaccines blindly.”
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Lawson, meanwhile, has been forever changed by the reality of becoming one
of the rare statistics. “I feel betrayed by the trust | had put in my pediatrician,
the medical establishment, and my education,” she says. Since her daughter's
injury, she’s not allowed her son, 12, to have any of his remaining shots. “Julia
qualifies for a medical exemption. My son, however, does not. | exercise my
personal belief exemption for him, for obvious reasons,” she says. “If vaccines
become mandated, am | really expected to risk this happening to him? | won't.
They can fine me, jail me, whatever they want. I'm not vaccinating him. We will
move out of the country if necessary. That's how seriously | take this. It has to
be a choice.”

Please follow @ YahooParenting on Facebook, Twitter, Instagram, and

Pinterest. Have an interesting story to share about your family? E-mail us at
YParenting (at) Yahoo.com.
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Pro-Vaccine but Afraid to Vaccinate: Inside
One Family's Doubts

Daughter's disability left a legacy of wariness for Los Angeles household.

Sophie Beglinger, [9, walks unsteadily, and left on her ovnt she will amble aimlessty. Her mother,
Elizabeth Aquino, 51, supports and guides Sophie around the bacl_cyaf_d of the@f Los Angeles home on a
sunny winier's day.

PHOTOUGRAPI BY EMILY BERE, NATIONAL GEGGRAPHIC

By Karen Lowe
for National Geographic

PUBLISHED FEBRUARY 14,2015

Elizabeth Aquino, 51, is not opposéd to vaccines. But when
she takes her boys, ages 13 and 16, for a vaccination, it's
often years later than most doctors recommend.

She and her husband, Michael Beglinger, 51, live with their three
children in Los Angeles, where a measles outbreak has pushed some
parents to extremes in a heated debate over vaccination. Share

Email

The area is one of a few pockets across the United States where a small
More »

but significant number of parents delay vaccinations until they believe

their chifdren's frnmune systems are sirong, or refuse them altogether,

citing much-disputed reports that vaccines can cripple children. Other
parents, and much of the medical establishment, accuse them of endangering
the larger population.

The 11.8. Centers for Disease Control and Prevention {CDC) and medical
experts say that at least 92 percent of children should be vacoinated to create
enough of & herd-immunity effect to protect a community. So even a fairly
sinall number of unvaccinated children can be a big issue in places like

hitp:/news.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-...  2/1 8/2015
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California, where statewide vaccination rates with the MMR (measles, mumps,
and rubella) shot hover right aronnd 92 percent.

To Aquino, the debate over vaccinations isn't political, or even religious, as it

is for many others who view immunizations warily. Twenty years ago, her

daughter, Sophie Beglinger, received her first round of the diphtheria,

pertussis, and tetanus (DPT) vaccine. Days later, Sophie developed spasms.

The doctor withheld the second round of the pertussis vaceine because in rare
" gases, Tebrile seizures can be one of the side effects.

According to the CDC, the DTaP vaccine (the updated version of the DPT shot
Sophie got} can cause mild to mederate side effects, including fever in one in
four cases and mild seizures in 1 in 14,000. The agency describes long-term
seizures and permanent brain damage as being “so rare it is hard to tell if they
are caused by the vaccine,"

For nearly 20 years, Sophie has had multiple grand mal seizures and hundreds
of smaller seizures every day. She is unable to express hezself or care for her
own bodily needs. She convulses so routinely during dinner that when her
brothers sense a seizure coming on, one automaticafly gets a pillow while the
other lays her down en the floor,

"I don't even know if the vaccine caused her seizures,” Aquino said. But the
onset of Sophie's seizares "was suspiciously close. The doctor said it might be
[related]."

For Adquino and her family, the doubts and fears linger to this day. "No doctor
of Sophie's has said, absolutely not, it wasn't ihe vaccine,"

Michael Heglinger, 51, ties Soplie's shoes as he prepares her to go outside for a walk. The walls of her
bedroom are covered with purple padding fo protect her when she falls or butts her head against them.

PHOTOGRAPH BY EMILY BERL, NATIONAL GEOGRAPHIC

Flaying the Odds

Right now, the debate over vaceinations is focused on one disease: highly
cantagious measles. The current national outbreak is believed to have started at
the Disneyland amunsement park in Anaheim, California, spread by an infected
visitor who was at the patk in December.

http://news.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-... 2/18/2015
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Alan R. Hinmen, director of the Center for Vaccine Bquity at the Task Force
for Global Health, in Decatur, Georgia, says the likelihood of a debilitating
reaction to the measles vaceine is "near vanishing." Before the measles vaceine
was infroduced in 1963, he adds, measles kitled 400 to 500 people a year in the
United States. The disease was considered eliminated by 2000.

Some docters recommend single-dose vacoines and delaying vaccinations until
a child’s immune system is sironger, and that {s the approach that Aquino and
Beglinger use, along with some pasents like them.

But Hinman says that delaying vaccines feaves a child vulnerable to disease for
a longer period of {ime and makes that child a risk to ofher children too young
to get the vaccine, as well as to peoplé who can't be ingeulated because they
have immune deficiencies.

"“This is not just a individual decision," Hinman said, "I¥'s a decision that
affects the whele community."

AtCholcet

‘Fhe whole famiiy helpﬁ care for S;:phie afqid active lives uutsicio the hotire. The family dog, Valentine,
watches as Henry Beglinger, 6, leaves for lacrosse tryouts, Oliver Beglinger, 13, adjusts his bicycle heltmet.

PHOTOGRAPH BY EMILY BERL, NATIONAL GEQOGRAPHIC

A Generational Decision

Sophie's 13-year-old brather, Oliver—like any teenager—uwants to be like his

friends, And his friends are vaccinated against meastes (most children receive
two doses of the MMR vaccing before age six). But when Aquino told her son
it was time for him to do the same, he balked,

"He's conflicted," Aquino said. "He sees what his sister is like, and it's not that
far a stretch for him to imagine, 'What if that happened to me?"

Aquino has encouraged him to go through with the vaccinations bevause his
immune system is strong, but they've decided to wait unfil Oliver feels ready.

Aquino sounds conflicted foo. She's certain she is doing the right thing by her

chifdren. But when asked how she would respond to parents who might say her
unvaccinafed children are endangering their children, she swings between angst
and reproach.

http://news.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-...  2/18/2015
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"I know that there is a small chance that you could get something even if you're
vaccinated ... I'd be hosror-stricken," she said of the prospect that her child
could spread preventable disease. *I'd be so upset. But it wouldn't be
intentional. I don't think the risk is that great, frankly "

She said she's not worried, in part, because she comes from a generation in
which she and most of her friends all got measles without serious
complications. According to a recent Pew Research Center study, about 9
percent of the population isn't fully convinced about the safety of vaccines.

Some poll respondentts expressed skepticism about the effectiveness of
vaccines, while others question why healthy children should be given the
vaccines. Others say they distrust pharmaceutical companies. (See "Young
Adulis Most Worried About Vaccines, Poll Finds.")

Aquino is part of an even smalier subset of this 9 percent: those who aren't
"anti-vacoine” but worry about potential health effecis encugh to delay or skip
some vaceinations.

A hallway photo galkery in the Beglinger home captures the benchmatks of their kids growing up,
incheding Sophie's moments of joy and trancquility.

PHOTOGRAPH BY EMILY BERL, NATIONAL GEQGRAPHIC

Rare Cascs

At the time Sophie developed seiznres, her mother couldn't just check the
Internet for information,

Instead, Aquino went to a bookstore, where she found a single beok with a two
-line mention of infantile spasm. She learned there was a 92 percent chance
that Sophie would not only be epileptic, but mentally retarded as weil,

Aquino and Beglinger have not been able fo prove a causat link between their
daughter's condition and the vaccine. If they could, they might be eligible for
compensation from the National Vaccine Injury Compensation Program, of
NVICP, which is furded by pharmageutical companies.

NVICP was fonred in 1988 to create a federal no-fault, non-adversarial
alternative to suing vaccine manufacturers and providers in civil court. The

http:/news.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-...  2/18/2015
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program is funded by a 75-cent tax collected by pharmaceutical companies on
every vaceine,

A 2014 report by the U.S. Government Accountability Office faulted the
NVICP for not making its existence more widely known, noting that from 2005
to 2010 the general public, attorneys, and heaith care professionals were
unaware of the fund.

Sinee the program began, the GAQ says, some 15,000 people have filed
claims, The program's website reporis that 3,941 compensation nwards have
been made, with $2.8 billion awarded. As 0f 2013, there was $3.3 billion in the
fund.

Marcia Crass, director of health care for the GAO and authos of the report, said
the paperwork accompanying vaccines inoludes deseriptions of potential side
effects as well as a mention of the program. But most patients take the word of
their dactor, and don't read the accompanying material.

"Without awareness of the program, individuals who might otherwise receive
compensation for a vaceine-related injury or death could be denied
compensation because of a failure to file their claim within the statutory
deadlines," she said in the report.

Sophie lies quietly on the kving room couch as the family gofs ready {o enjoy their Sunday activities, She
can't talk or consmumicate much, but her mother sometimes wonders whether, maybe, she understands
everything,

PHOTOGRAPH BY EMILY BERL, NATIONAL GEGGRAPHIC

When Only Marijuana Helps

On the frontiers of dealing with such a difficult condition, Aquino and
Beglinger take solutions wherever they find them. And sometimes that pus
them squarely in yet mora controversial territory.

Sophie's family has spent thousands of dollars on medical expenses and 24-
hour care, most of it performed by the family. Sophie has been on 22 different
drugs, in complex combinations. Nothing has helped, Aquino says, except a
cannabinoid tincture known as "Charlotte's Web." It has very litfle THC, so
Sophie experiences the calming effect without the bigh. Now, she only has
occasional seizures.

hitp:/mews.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-... 2/18/2015
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But Sophie still requires help with all of her physical needs and cannot verbally
communicate, She turns her face away to show displeasure, She appears to
enjoy whatever her father, a chef, prepares, though. And she spends much of
her time in her bedroom, where the walls and door are covered in lavender
padding to keep her from husting herself when she buits her head against them.

A wood outoot above her bed says "Miracle,” Whenever the family goes to the
beach, Sophis makes her desire 1o go to the water understood. Floating
mermaids—in paintings and on pillows and wail hangings—adorn her room.

At Sophie's high schaol, she attends a special day class for neurologically
impaired children, Using an iPad, she communicates a bit, though
inconsistently. Aquino says it's impossible to know if she understands much,
but she thinks Sophie understands more than is apparent.

"Sometimes, ] think she might understand everything. And she's an incredible
woman. She has had tens of thousands of seizures, and she still geis up every
day," Aquino says.

Berlinger, a full-time chef, takes a wallc with Sophie befors heading off to wark. Semcone must always
accompany her, holding a hand or shealder.

PHOTOGRAVH BY . EMILY BERIL, NATIONAL GEOGRAPHIC

Aquino, however, says she's tired, She's {ired of fighting to get her daugliter
Dproper carg, to get ingurance coverage, to avoid bankruptey and dismissive
doctors. Some doctors are refusing fo take patients who aren't vaccinated. But
there are doctors who work with cautious parents like Aquino.

Aquing's sons have been getting some, but not all, of their vaceines. Her eldest
is almost fully vaccinated, but her youngest has more to go. She said that they
will receive all of their vaccinations before they travel or head to college.

Jay Gosdon, Aquino's doclor, recommends giving vacoines when a child's
‘immune system is strong enough to handle them, and using single-dose
vacoines, instead of combined vaccines,

Aquino, like other parents in this sliver of society that has had a bad experience

invelving vaceines, walks a fine line. "The larger argument is that the risk is
worth taking ... for public health reasons," Aquino said. "T get that you have to

http://mews.nationalgeographic.com/news/2015/02/15021 4-vaccine-family-doubt-measles-... 2/18/2015
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vaccinate the population. There has to be some measure of public health, And
yeah, T don't want my kids to get polio or diphtheria or tetanus."

Aquine wants no part in the current blame wars, but she says it's definitely time
to change the tone of discussion so that parenis—whaftever their views on
vaceinating—don't feel ridiculed and patronized.

She may never know for sure whether a vaccination triggered her daughter's

seizares, bui-she believes Sophie is one of those rare few whose life has been
"if not ruined, at feast irrevocably changed by that rare reaction."
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Elizabeth Aquina

Thanks for the sphiled discusston. 1 found this opinlon place particularly
relevant — not 8o much as to where it "comes down' but more about the
process of discussion about vaccinations. | #hink we all can leam from it -
https:iimedium.comi@therebootedbodyfbringing-much-needed-sanity-
to-the-vacctne-debate.e143F089bfd1

Prairie Douglas

Wauld someone be able ko shed light on how &is current trend will affect
those with compromised immune systems or I it wiil at ali? For example an
auto immuna disorder? In light of the fact that that individual does nothave a
choice regarding vaccinafions, what steps would ba in place to protect them
from getting something like the measles etc or s It that it's simply semething
that comes with 1hs the temitory?

Tami T.

As a parent of 7 children [ have seen both sldes of the conlroversy.... Their are
both dsks In vaccinaling children and also serfous but rara complications from
"childhood diseases. When my now adull son was stading Kindergarien, he
raceived his vaccinations as required for school admission. During his
preschaot years he had some significant heallh issues but that doctor familiar
wit his history did not consider his past history a risk. the evening after the
vaccination he had lo be rushed to the hospital after he splked a fever of 104,
was having selzuias ard hallucinating bugs crawling all over hirmseif, He
spent three days in the hospital and has a miner sefzure disorder to this day,
The doclors strongly suspacted but could not prove it was connected {o the
vaccine,

Even aiter this experience [ continued to get my children vaccinated but when
the chicken pox vaccine came out f declined it for my daughter until itwas a
required vaccine thinking ihat chicken pox was not a bad thing to gat. When
sha did gst chicken pox, although she was miserable she sesmed to recover
wali anough from it, BUT after about 4 weeks from the cnset she developed a
high faver and ataxic gait when she walked. 1 rushed her 1o the emergsncy
room and after seeing 1he pox maiks were able to diagniose her with
encephalllis {swelling and Infection in the brain) caused by chicken pox
teslons in the brain, ( my lay person understanding of the conditien) She was
hosplltalized and sericus for several days. She did recover fully.

| guess what this has shown me is that both sides of the vaccinalion debate
have valid poinls. [n rare cases vaceines can be harmiul, and on the other
hand childhocd iliness can have serious complications.

‘When chooslag to vaccinate or net each person must undarstand all of the
risks invoived from the vaccines, ilinesses, legal issues and impact on the
communily and make an Informed decision,

Daorit Relss

| fas! for this mother's fear, | am so sorry her daughter suffered. She should
know {hat research suggests the vaccing does not cause seizura disorder,
{hough [ completsly understand how hard it wauld be to think otherwise given
what she has been through.

http://news.nationalgeogiaphic.com/news/2015/02/150214-vaccine-family-doubt-measles-... 2/18/2015




Page 8 of 17

Fear |s uaderstandable but | hope she ~ and other parents - find their way to
proteciing their children from diseass, in spite of the very, very rare chance of
an adverse reaction, Because the risk of not vaccinating Is simply so much
grealer.

| wish the mother alf the best.

Debra Heston

A small parceniage of the population may be at risk for adverse effects. If
someona In the family has had adverse effects { or is suspacted of having an
adverse reaction) then other genetically retated individuals may be at
heightensd risk. it Just makes sense to think that helghtened sensitivity or
vulnerability to an environmental factor may have a heraditary componant.

How far should parents be allowed to go to keep their kids safe? Perhaps
mare important - why s ihat even a question?

Sandie Flscher

The tink http:/frww.greanmedinfo.com/blog/2013.measles-outbreak-
failing-vaccine-not-failurevaccinated ts an artfcle called

"The 203 Measles Outbreak: A Failing Vacclne, Not A Failure To
Vaceinate. Anarticle that Is superb.

Af the end of the secend page ave 13 references to medical publications
{PMID #'s provided}, Open sach of them. You will notlce on a number of
them, that they are a collection of fusther metical publications, For
each reference, note the "additional links" to more medical publications.

There Is a sea of vacclne Injury evidence, lack of efficacy, vaccine
mortality rates, etc that hitp:tiwww.greenmedinfo.com/ has compiled for
quick access. An excellent watchdog, this website is worth
bookmarking.

Paul H Hebner

Unlass any of you have an MD or a PhD after your names AND have
demonstrated sxpertise In virology and public health peficy, none of you--not
even one of you—have any business discussing vaccination s a confroversy.
The sciance/medical community has daclared the matier seitled, No view you
express on ihis malter Is anything other than uninformed aplnion, You
certalnly have a right to express your opinions, but you have no right to lalin
any faclual basis for those opinions. Doing 5o fosters doubt and non-
complience, which 2ndangers sociely as a whols, and Is criminal by any
reasonable standard.

Sandie Fischer

My heart goes cut to Sophie. She has amazing strength. The trial and error of
trying anything and everything to help your child Is reafly leugh and there is
no doubt the Aguino family is a loving home. | hope that Sophie's future is
fillad with miracles.

Wayne Rohde

To the Aquina family, may God Sless your family, Itis a very fragic story that
is all too common, My famiy is similar. Our sen now 17 was vaccine Injured
and confirmed by ped navrologist as injuced from the MMR admin at 13
months. He suifered a braln encephalopalhy, fost his languags, and slowly
declinad over the course of 2 years Inta a diagnosis of severe regressive
autlsm.

One thing about this arficle has not bean addressed. The wiiter quoled a few
different doctors talking about vaccing injury es very rare or even fo the
degree that injury Is not zefated. Question to the docs. How in the hell do you
kaow this?

[ruring a congressicenal hearing in the OGR cmte a cauple of years ago, a
COC representalive was asked by 2 different congressman about vax vs un
vax study and the response was the CDC has not conducled one. A follow
up question, Why do not conduct a medical ouicome study of those who
have bear injured? The CDC representetive once again sald that they have
not.

So for the docs to claim that injury Is very rare and use the CDC talking
palats, how would they know.

http://mews.nationalgeographic.com/news/2015/02/15021 4-vaccine-family-doubt-measles-... 2/18/2015
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In researching for my book, The Vaccing Gaurt, | spant 3.6 years interviewing
over 285 families that deal with vaccine Injury. In ths NVICP, one of the
Intentions of Congress was to get HHS ! CDC to conduct medical outcome
studias on thoss wha submit petitiens, NOT ONE has been dens. And NOT
ONE of the famifies that | have spoken 1o have been contacled by the CRG.

Sa for the medical community to continue to state that vaccine injury s very
rare, they are lylng i the publlc. Vaccine injury is something that does
happan. And the majority of pacplo who are described as antivax, we are
the ones dealing with vaccing Injury.

Ashu Singhal

Elizaheth Aquine 'Therapeutic index” is conslkdered for any drug or vaccine
before releasing for community use. FDA regulats drugs safely and atc.
People who believe vaccine is a conspiracy and are harmful for health. [ ask
ona quesfion--- do you also nof take any medicine? If yes, avery medicine has
its side effect and at feast 4 person is affected In {housands. considering the
benefits vs harms any potential drug is tested for drug-ability. Even, people
valunteer [n hopa for new treatment for themssives as wall as for future
generation when lhey have terminal diseases Itke cancer.

Sarah Verkuil Turner

No ane will ever know if the vaccine caused the selzures, or if this would have
oceurrad naturally, and t doubt thers wil sver be a way fo find out, It is
reasenable for this family, under a doctor's guidance, to fake precautions with
future vaccinations. § completely agres, Howaver, this family is then relying
matnly on hesd immunity to protect them from these diseases, Therefore,
they shoukl be strongly pro-vaccination with others In their community in
arder to easure a high level of herd immunity so that they can be protecled.
When | got my children vaccinated, we are not only vaccinatlng for aurselves,
but fo alse to prolect olhers in the communily, that for varous reasons, can
not have a vaccination, be it that they hava cancer, AIDS, or had a previous
sevara reaction to a vacdinalion, What has finally happened, Is that sc many
peopls, espacially in areas such as Southerm Callfornla, have stoppad gelling
their chitdren vaccinated, due to upfounded fears, that the level of herd
Immunity has dropped to a low enough level that now when measles was
expesad in Disneyland, enough of the people did not have immunity and so it
was able to gain a foothokl. What greatly weakened 1his arficle was when it
stated “She sald she's not wonrdad, In par, because she comes from a
generation in which she and most of her friisnds all got measles without
serious complicatiens.” Weli, tell that to peepls, who one, aren't here {o share
their side of the story becauss they died from measles, and twe, pesple who
suffered sericus complications like deainess from the measles from "her
generation. What an ignerant statement that was.

There should be enough wigale room with herd immunity fo aliow medical
exemptions. Howsver, this will only be the case if only TRUE medical
exemptions are allowed. Otherwise, this will keep happening.

Connle Grounds

@Pralrie Douglas At this point, evidenca for a irend s mostly anecdoial. The
GDC's surveys show that vaccine coverage for children is at or near all-time
highs. We do a befler job than we used to at vaccinating poor childrer: and
wilh the Affordable Gare Act, even more goor children are likely to be
vaccinated. Even if there are small increases In the number of parenis who
are skippng or delaying some vaccines, it seems decreases in the number of
kids who are urintenticnally missing vacsines will kesp coverage relatively
stable.

My daughter kas an autaimmune disorder and other Immune dysfunction.
Because there are so many dlssasss for which we have no vaccines, we
have fo take precautions in gensral to keap her from geiting sick. We all
practlice frequent handwashing, for instance. .

Also, there are very few people who can't get any vaccines. Some people
with immune dysfunction can't get live virus vaccines but can get others.
Measles is a live virus vaceine but measfes in incredibly rare in the U.S.
There hava been 150 cases this year and cur population is almost 320
miliion. Uniess you leave the country, the chance of being struck by lighining
are kkely higher than baing exposed {o measles.

Also, peaple who have immune dysfunction can receive post-exposure
prophylaxis to help profact them after exposure. That's one of the reasons
why public health officials iry, without always succeeding, to identify contacls
of identified measles cases.

' Sandie Fischer
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@Doxit Reiss Your caring thoughts are heartfully sincare but your betief that
{he vaccine does not cause seizuies is :asad on bad sclence and is therefore
just a bellef and not truth,

Sandie Fischer

@Debra Heston Totally agreel A woman | chat with at my health food store
has four boys, Her first became autistic after a vaccine (not sure which cne),
sa for her second child, it was decided thal the vaceine schadule would start
later. They eBminated the vaccine that caused the first child's autism. The
sacond chitd foo is autistic. The third and fourth children had less and less
vaosine exposure, yet stlll have dagress of aulism jollewing vaccination.
Depending on where you five, public health can be militarily farceful and It
sickens me that the famliy was not advised of the exempilon process.Wirat
was her dactor thinking?

My childsen both had serious reactions to the DPT so the remaining of their
schedule had the perfussls removed, Had | known there was a way to
exemp! &t that time [would have. [refused the perlussis in the remaining of
iy children's vaccinations because | knaw that it was going to get serious i
they had any more pertussis.

After locking at the ressarch and stallstics on diphtherla, tstanus, and
pertussis, there is no reason to be continuing fhis vaccing.

Danchl E[Nura
@rautH Hebner
The selence/medical community has dedlared the matter seiiled,

Remember Doctors used {o promole cigareltas because they were good for
you;

tInbellevabte: doclors recommend smcking | B0 years

ago.. https:Hwww.youtube (deflcomiwatch?v=D-y_N4ugurRQ

- PROOF Chestacfield Cigareltos have no adversa effects on nose, fhroat,
sinuses; hitps:ifwww.youtube.com/watchv=TOKcBTNwWI4

Tha stlence was seltied.

Vioxx was sald 1o be safe and effective, The acience was seflled, Merck
withdrew the drug after disclosuras that it withheld information abaut
rofecoxib's risks frem doctors and patients for over five years, resulling in
batween 88,000 and 140,000 cases of serious heart disease. H's estimated
Vioxx kified close to 100,00 peoplo worldwide—and Merck knew the drug
caused heart aftacks.

*Selence Is a process, nof a conclusion”

Sarah Verkull Turner

@Paul H Hebner ‘Thank youl As you can see, all of the lin-foil hat and-
vaxxers are out in force with this article and all of the same, fired

. "conspleacles.” . Nalional Geographic should be ashamed of themselves for
running Ehis so called “balanced arlicle." These people aren't balanced at all.
As this arlicle states, "There |s ne need for “halance.” There Is no reason for
choice.” Because beliaving In anti-vaccination Is an indefensible positien,
The benefit of vaccinating yourself against infecious diseases isn't a theory
or proposition or 2 posifion. ['s a fact. There's no reason fo even “debate” the
issue. Debating vaccination versus anti-vaccinalion is like debaling whether 2
+ 2 = 4 or whather Hooch was tha dog in Turmer & Hooch, Luok al a graph
charting reported cases of measles in the Unitad Stafes. t's fike looking at the
firsk pitch of an especially terrifying reller coaster. Following tha Infroduclion of
the vaccine in 1083, cases of measles dropped from the hundreds cf
thousands to the fens of thousands. {Reporting in Canada was a bif spottier
for ¥he years immediately following the vaccing's licensing, i the general
downsiope remains consistent.)”
hitpiwww.thestar.com/opinlon/commentaryi2016/02/08ithe-high-cost-of
balance-inthe-vaceination-debate.hitml

Maggie Ethridge

@Paul H Hebner Thank you fer axplaining to us why crtical thinklng Is now a
cime n America,

Efizabeth Aquino

@Paul H Hebner Thanks for your cemmant, Centrary to you, | have leamed
naver to trust or even take seriously anyone who claims certainty or is an
ahsolutist about any Issus. [ have also always belisved sclence 1o be a fluld
and dynamic, quite baauliful expression of not absolutes but mystery inherent
in tha unlverse in which we five.

Sandie Fischer
@®Paul H Hebner Your statement "The sclenca/madicat community has
deciared the matter setfled” and your opinien on endangerment both
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demensirate ignorance. You have MD/FhD on a pedestal;, The public can
discam that samething is wrong with the sclence when their own child is
directly atfected by a vaccine, And then an uneducated MD states the vaccine
is not the cause withoul investigation, This is what endangers sociely as a
whole, Any statistical study based on hislary is therefore invalid. VWhen
ressarch Is designed o support a specific oulcome, thatis what is ciminal.
Scientists around the world are speaking up on there concams over vaccine
research.

Elizabeth Aquine

@Sandie Fischer Thank you Sandie, [ appreciate your support and hopes for
healing for our Sophte.

Eftzabeth Aquine

@Wayne Rohde Thank you for your kind words and powsrfut ieslament, Mr,
Rohde, Qur experience with the NVICP was frustrating, to say the [easl, and
Indicative of mast of ihe expariences we've had over twe decades dealing
with nearly all the systems of care in this country — medical, educational,
Insurance, efo, — ot Jack thereof for those with disability.

Sandie Fischer

@~Ashu Singhal The studies on diugs use a placebo as a control. The
studies on vacoinations use other vaccinations as a confrol, What ihe CDC is
doing s criminal.

Elizabeth Aguinoe

@~Ashu Singhal Perhiaps there's some difficulty in fransfation, but 1 dor't
understand your question or remarks.

Rita Palma

@Sarah Verkuil Turner There was nothing lgnorant coming from Ms.
Agulnn. Your post, an the other hand, had so much namow-minded nonsense
in It, W's hard 1o know where to start. But here's a couple of poinis-

1.) WV has a lower vax rate and all they have is a medical exempllon- so
don't blame CA. According 1o your theory, WV should have far mere
oulbreaks.Check DG data inslead of mainstream madia

2.} Da you have 49 shats representing 14 different vaccines? Up-lo-date on
Hep-B? Does anyone reading this? Whoops- betler stay homel You and
aboui 200 million other adults are jeopardizing us all,

Ms, Aquino is reasanable and rational and | sense she has a lot more to say, |
thank her family for shardng and NG's even-handed approach,

Sandle Fischer

@Sarah Verkuil Turner Hard Immunity is bogus concept. Of the healthy
populalion, 38% have a dafect in either their humoral er cellutar immunity,
How factor in unheallhy subjects and immunity compremised subjects, YWhen
you hear herd immunily, your stening to a sales persen.

Maggle Ethyidge

@Sarah Verkull Turner Regarding your ignorant statement that * what has
happened is that so many peaple... have stopped gelling their children
vaccinated...measles was exposed and so it was able to gain a foothold.!

We've had cases of measles every single year since the vaccination was intro
duced. This has nothing to do with an increase in peoepla not vaccinating this
year. We've had oulbreaks just fke this one in the past. 1981 we had many
measles cases. No ons died or was injured as a result. The measies wili not
be gone In Amarica even with 100% vaccination because 88% of measles
cases are brought In from other counlries, and peopls stil catch the measles
who are vaccinated- some of the Disney cases wers vaccinaled.

Elizabeth Aquino-

@Sarah Verkull Turner 1 should thank you for your refering io me as
"ignorant," Ms. Tumer, &s it so perfectly captures the very reason t consenled
o be Interviewed for this magazine. Your patronizing remarks about "herd
Immunily" don't mitigate my very real cencern about vaccine safely overell
and particulerly the schedule that the CDG thrusts on the public, Let's debats
on the real issue - Is my daughler's sacrifice necessary for the larger good? |
dor't have an answer for that, but what | do know Is ihat trundling cut the herd
immunity "facls" daasn't persuade people tike me -- far from ignorani — that
their chifdren will be unscathed.
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Anna arkspur

@Sandle Flscher @Dorit Relss Sandie Fischer | am quite certain that you
don't quite undersiand critical reasoning and have agreed with bunk articles
fram the get-go once you've dalerrined that they support your positlen. (For
an actual examinalion of what 'bad sclence s, see Ben Goldacre's splendld
littio book by the same name;'Bad Sclenca’.) While clearly you fael self-
imparlant in your Googling marathon, your fearmongering Is tripe and clogs
Els thread.

Anna arkspar

@Sandis Fischer @Debra Heston ...After lacking at the research? Or your
anecdotal avidence as per chats at the market? Unfortunately, parents who
have children with Aulism Spectrum Disorder have a statistically higher
probabilily of having another child with ASD as well. Gerrelaiion dees not
fmply causation,

Sandie Fischer

_ @Sarah Verkuil Turner @Pau! H Hebner A commentary from The Star dees
not support your elaim nor de your analogles on iwisted reasoning. The
banafits of vaccinations are cubweighad by the tisks for most vaccinations and
that is a fact when supporled by all data Including injuries and deaths by
vaccines that have heen negated within studies for benlgn excuses to support
pro-vaccine outcomes, Researchers and sclentists who have beenin the field
for decades and have now become whistle blowers provide credible evidence
to prove fraud & questionabla research practices within pro-vaccinie ressarch
and slatistics.

From http:/farticles.mercol Isitesfariiclesfarchivel2011/06122/cde-
autism-researcher-indicted-for-fraudaspx , Dr. Mercola states well "When
twa of the biggest rames bn vaccine sesearch and support tum out fo be guilty
of fraud, major deception, ¥Ing and making unsubstantiated statements, it
roally calls into quastion the validity of thelr work on the vaccine front ... and
that's putling it mildly.

ntemet Resources Where You Can Learn Mora;

« NVIC Memorial for Vaccine Victims: View descriptions and
photos of children and adults, who have suffered vaccine reactions,
injuries, and deaths. If you or your child experiences an adverse vacclne
event, please consider pesting and sharing your story here. (Natlanal
Vaccine

Information Center)

« If You Vaccinate, Ask B Questions: Leam how to recegnize
vacelne reaction symploms and prevent vaccine Injuries.

+ Vaccine Freedom Wall; View or post descriptions of harassment
and sanctions by doctors, employers, and scheol and health oficials for
making independent vaccina choices.”

Links that provide a plethora of referances;

httpswww.youtube.comiwatch?v=mpxg-RmfShc Flu And Flu
Vacclnes Whal's Coming Through That Neadls DVD 1,
hitpsHiwww.youtube.comiwatch?v=djxoq KO5p  FluAnd Flu
vaccines What's Coming Threugh That Needle DV 2 (34:25 minules info
video states that four Canadlan studies involved about 2,000 peopls found
those who had received the seasonal fiu vaccine In ihe past were more
likely io get sick with e HI1N1 Swine Flu by 1.4 to 5.0 times.

hitps:ifvww.youtube.comtfwateh?y=l GyNigCs o
https:iiwaw.youtube.comiwateh?y=5F  Ov-Cl8
fttps:tiwwisycutube.comiwateh?y=heugenCGl E

VAGCINATIONS

-The geneiic and epigenetic changes caused by a vaccination are
immedlate after being injected into the body.

-There 1s o recavery. Genetic and epiganetic changes are permanent.
liness can trigger dangerous conditions, such as swelling of the brain
leading to gelzures, hiearing toss or even death.

“There is no cure.

-During 2014, about 85% {120 millien) of infants worldwide were affecled
by seme form of immunization.

hitp://news.nationalgeographic.com/news/2015/02/150214-vaccine-family-doubt-measles-...
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Paul H Hebner

@Maggie Ethridge @Paul H Hebner Mo, critical thinking Isn't a crime, but it
has gained & rathar unforlunate stigma af the hands of sclenco daniers who
think their beliefs represent a superior ferm of knowiedge. 1 encourage you to
try some critical thinking.

eth Clarkson
@~RBlizabeth Aquino

Tharks for beth sharing your stery and for your beautifully phrased
comments. You have a way wilh words.

Paul H Hebnar
@Sandie Fischer @Paul H Hebner Somy, but the ignorance Is all yours.

Sarah Verkuil Turner

@Rita Palma @Sarah Verkull Turner Yep, Rila. | have baen vaccinated
with Heb B, and am up-to-date with the DTAP. And | am thinking of getting
my titers checked for MMR, so if | am not immune, [ will get vaccinated
agdin. http:ffwww.huffingtonpost.com/2018/02/03/measles.uus-

facts n 65681922.html

Ellzabeth Aguino

@Rita Palma @Sarah Verkull Turner Thank you, Rital | appreciate your
support and have wondered myseff what more draconian laws relating to
vaccination would mean for the enfire population. In some ways, ceding to
aufiority and gavernment and the absolutists about vaccinations reminds me
of the endless coniroversies regarding a weman's freedom te contre! her
body and reproductive capacilies. We've wafched those rights he whitfled
away gradually over many years, and given fhe tenor of much of thls debate, 1
feot protty pessimistic that autonomy over one's own bady and children's will
remain intact, t actually always have a lof to say, but not only about this
Yissua." | am Intarested in and writing about what It means lo be disabled and
oft invisible In our culture, how our identities, particularly in the westem warld,
are very much wrapped up in fhis notion of "ability" and weliness and how our
impulse, particularly as Americans, is fo "ix." I''m also Interested in the notions
of control and autherity and how they relate to my own experiences dealing
with my daughter. Thank you so much for your comment| Nationat
Geographic honored our family's experience by doing this Inferview, and Fm
grateful for that,

Sarah Verkuil Turmner

@Waggie Ethridge @Sarah Verkuil Turner You are absolutely wrong about
the $989/,1991 culbreak of measles. There were approximately 55,000 cases
reported, over 11,000 hospltalizations and over 166 deaths. And the CDG
concluded that the rsason Tor this outbreak was the low rate of vacdnations in
lower income communities. This lead to fhe Vaccines for Children Program,
which was and has been widely successiul, leading to more than

300,000,000 reduction in vacelne prevantable illnesses and halped avold over
700,000 dealhs, just in the US alona, So guess what happened after this
program. Measles cases have gone down drasfically, However, staring In
2014,dua again, to anfi-vaxxers, there has been a large increase In the
number of cases, which unforlunately, will spill over info 2015.
hetpefonww.cde.govimeaslesicases-outbreaks,him!

Sarah Verkull Turner

@Etizabeth Aquino @Sarah Verkuil Turner Sorry, you absolutely need
peaple like me, whe live near by you In Southern Califomia, o vaccinate my
children, which | have done, using ths recommendead CDC scheduls, on
time, In order thal your son, who is not vaccinaled, has had some protection.
I 'won't wait for a thank you, thaugh. 1 was on your slde, except for your
laughably false siatement that measles are no big deal. | believe that people
like your family should have a medical examption available. However,
youand others have shot yourself In the foot, because of spreading fear
about vaccinations and the recommended CDC schadule, you have lowered
herd immunity so low, that now, we have fo deal with these diseases again,
And so 1 now have zero sympathy for you after that camment, because [ can
see that you are no where near as "moderate” as the arlicle makes you out as
belng. Vaccinations are the grealest health benefit that has aver been
invenied, saving llterally millions of lives, Yes, there are rare reactions and
fhere have been dealhs. No one has ever denied that. However, it's ke
saying that you aren't willing to use a seat belt, because ihere have been
accldents that occurred whers if the person wasn't wearing a seal balt, they
wauld have survived. It's rare, sure, butit happans.
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Scoft Taylor

@Sarah Verkull Turner @Maggle Ethridge According to CDC there have
bean ZERQ deaths from measles in the US In the last10 years. In the same
period there have been 83 doctor reported deaths from the measles vaccine
to the VAERS database, Allmedications come with risks. Some may not be
wordh it And that's a choice you have to make for yourself.

Asking GM to fix their faulty switchas that [ead (o accidents and death is not
sang-car” jts "pro-safely”. BTW automobile-related ceaths are cloze to 30,000
per year — st in the US, cars have caused 300,000 more dealhs than
maasles in e last decade, 1o put thls hysteria in perspeciive.

Maggle Ethridge

@Sarah Verkuil Turner @Maggle Ethridge There were no deaths in the
1.8, which is what | assume we are talking about, since this is the vaccine
policy we are discussing, the U.S. pofiey. And no one has dled of the measles
In the U.S. in a Jong tima, including in the 1981 outbreak.

Scoti Taylor
@Sarah Verkull Turner @Elizabeth Aguino

Ellzabeth Aquino

@Sarah Verkull Turner @EHzabeth Aquine At no point did | say measles
was na big deal. [ understand that measles is a serious illness and in rare
casas can result in serous complications and even death. | am, again,
concerned with the safaty of vaccinations overall, and my concem is based
on diract experiencs. I'm not sure why | nead {o thank you, nor wikt [ respond
to your sarcasm, As for the loss of your sympathy, | imagine any sympathy
yougave to me was prebably disingenuaus to bagln with and eertalnly not
empathy, a far more powerful emotion,

Hanna In

@Sarah Yerkuil Turner @ENzabeth Aquino @Sarah Verkull
Turner@Ellzabeth Aquine | know 5 pecple who either dled or became
“wegetablas" afler getting vaccinaled. How "rare" is that, BTWIf you did your
research you would find that Ds. Schuchat {Director of CDG) says diseases
have peak-wane cycles maaning that fhese could be coinciding with the
"racurrance” of "preventable” diseases. Mot only that but vaccines have a
surprisiagly low rate of effeclivenass. DTaP has 41% sffectiveness for
toddiers, and 24% effeciveness for elementary students (Oxford joumel
paper). Chickenpox, a relatively harmless disease has & 90% effecliveness
versas the 100% lifetime effectivenass if you "acquired” the disease naturally.
That's another thing, the majorily of vaccines have a short lifespan, Most
vaccines (if hey work) have a protection fespan from 2-15 years, That
maans adults who don't usually get vacclnated again have baen
"nvacdnated” for decadas {which also mekes the "herd immunity” argument
null). Recurrence s from poor vaccines, superbugs (over-presceibed
antiblotics), and the environment {fertilizers) not necessarily "negligent
parents.”

Efizabeth Aquino

Ah. | envy your confidence and certainty, your falth in the system and your
sense of centrol, It clearly has never been tested, and it's my hope thatit
naver will b, All ihe hest o you --

Sandie Fischer
@Scott Taylor @Sarah Verkuil Turner @Maggie Ethridge

I would also like to add that according to the CDC that only 1% to 10% of
adverse reactions and doaths are reported to the CDC. And in some CDG
studles, the GDG makes an adjustment to their numbers somatimes by 100%
correction when it favors supporling vacdnes in erder to market their
ohjectives. When thay do this, they state they have mada a correction in the
research paper but lhey do nat say what the correction value is. So lel's be
CDC objective and suggest instead of 83 doctor reported vaccine deaths and
add iwo zero's o that number lo 8300,

We all know that doctors have zero tralning in vaccines other than how to
vaccinate and when. And even if a doclor takes the time to read any
research, they fead the objective and he condugion or the abstract. There
could be 1000 dealhs in & study but a researcher often negates those deaths
for benign reasons in arder to manipulate the outcome. The system is braken
and no-one |s stopping 1he fraud desplle legitimate ressarchers and whistie
hlowers who have abandoned thelr careers to go indepandent.

From an aciuasial perspective, it is cheaper to be sued than to announce a
recall. Atleastwith GM faults, {hoy can be sued but for vaccines, the
government gave the fraudstars a pass af our chilidren's expense,
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Sarah Verkwuil Turner

@Mapgie Ethridge @Sarah Verkuil Turner Nolirus. There have been
measles deaths In the US, including in the 1991 outbreak and afterwords.
Here is a NYT adicle frem 1991 talking about the 5 deaths that happened
alone in Philadelphia. http:ifvww.nytimes.com/1981/02/18/us/measlas-
and-falth-comblne-in-5-deaths-in-philadalphla.html

Sarah Verkull Turner

Reatly, it's not hard fo understand, Neither one of your sons were vaccinaled
on time, and yet have nof come down wilh a vaccine preventable #iness. And
the reason this is because of peoplo like me, who are vaccinated myself, and
have goiten my children vaccinated an ime and with every recommended
vaccine. |, and cthers llke me, have given your family the opportunity to delay
vaccination without overly worrying about coming down with polio, or
maasles, mumps, etc stc atc. And given a high level of herd immunity, thare
is room for families who have medical issues not to get vaccinated. the more
howaver, you spread your misinfermation about the "safely" of vaccines, the
less safe you have mads If for your sen, And no, [ don't believe that | conirol
everything. Tell that to my friend who lost her G year old 1o a brain tumer in §
months. Or to my other friend who just lost her full term baby o a stillbirk.
However, | am compietely confident in my decision o get my children (who
are sort of similar ages lo youss), fully vaccinated.

Maggie Ethifdge

@Sarah Verkuil Turner @Maggle Ethridge | stand duly corrected, | have
been doing so mush research lataly and somshow this was not correctly
stered In my brain.

Sarah Verhuil Turner
@Maggie Ethridge Here is the CDC data about the 1991 oulbreak,

Measles Resurgsnce in 1988-1991Measles Resurgencs - United States,
1989-1991

+ Cases - 55,622

= Age group affected - Children <5 yrs

= Dealhs-123

From 1989 through 1991, a dramatic increase In cases accurred, During
these 3 years a tolal of 55,622 cases were reporied (18,193 in 1989; 27,788
in 1980; 9,643 In 1891). In addition to the Increased numbar of cases, a
change oocurred In thelr age distribution. Prior te the resurgence, school-
aged children had accounted for the largest proporilon of reported cases.
During the resurgence, 456% of all reperted cases were In children younger
than & years of age, In 1980, 48% of patients ware in this age group, the first
time that fhe proportion of cases in children younger than 5 years of age
exceaded the preporiion of cases In 5-18-year-olds (35%).

Ovarall incidence rates were highast for Hispanics and blacks and lowest for
nen-Hispanic whites. Ameng children younger than 5 years of age, the

’ Incidence of measles among blacks and Hispanics was four o seven imes
higher than among nen-Hispanic whites,

A fotal of 123 measles-associated deaths were reported (dsath-to-case ratio
of 2.2 per 1,000 cases). Forly-nine percent of dealhs were among children
younger than 5 years of age. Ninely percent of fatal cases occurred among
persens with no history of vaccination, Sixty-four deaths were reported in
1998, the largest annual number of deaths from measles since 1871,

The mostimpertant causa of the measles resurgence of 19891991 was low
vaccinatlon coverage. Measles vaccine coverage was low In many cilles,
including some that experienced large outbreaks ameng preschool-aged
children threugheut ihe early to mid-18808. Surveys in areas experiancing
outhreaks amang preschocl-aged chitdren indicated that as few as 50% of
children had been vaccinated against measles by thefr second birlhday, and
that black and Hispanic children were less likely o be age-appropriately
vaccinated than were white children.

Scott Taylor

@Sarah Verkull Turner There is currantly a faderal lawsuit against Merck by
its own scientists who created tha mumps portion of the MMR vaceine. The
sclentists claim that Merck faked the efficacy data an the vaccine in order to
gain FDA approval, The sdentlsts claim the vaccine doesn't work, so if you
balieve that you are prolecied from mumps bacause of the vaccine you are
listening to Merck's marketing dept, not tha selentists. And I'd rather not take
medical advice from a salesman.

Etizabeth Aquino

@Sarah Verkull Turner For the record, my sons have aciually both had a
"vaccine-prevantable” ilness, I'd prefer nol to engage with you any longer but
appreciate your zealous altention to every ihing E say and even things | don't
aay. | seriously doubt you and | are golng o come io some maglc agresmant,
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As the article stated, despite cur daughler's reaction {o her vacclngs as an
tnfant, we indeed choosa o vacainate our sons, Judiclously and on the
schedule agreed upon by our dactor and oursalves. | am mere than gravely
concerned with the safety of vaccines overall, and I'm not alone in
questioning that. My Inteniion in agreeing to this article, whether you Jike it or
net, was an attempt to infect some nuance into the raging and oft-hysterical
debale. Unlike yourse$, { hava leamed to and would never ciaim certainty
over anything, particularly when it pertains to tha medical system.

Maggie Ethridge

@Sarah Verkull Turner @Maggie Ethridge Al e reading I've done ¢n the
MMR reveals a compllcated vaceine history as well as a complicated rasuifing
imenunity. For instancs, the CDG themselves state that most measles casss
are brought In from overseas, The measles vaceine alens has shown fe have
heneficial effects on the Immuna systerm, but the MMR has not, and In fact,
there are studies that Indicale serious complications with the wrong
sequencing of vaccines, and we have no studies on the long term NEE of the
MMR.

‘The MMR might not ba able to hotd back measles.

http:inaw.neblalm.nih.govipme/articles/PMC 3906323/

hitp:/icid.oxfordjournals.orgicontent/early/2014102/27/cld.cluies

We dan't understand the long e consequences of fese vacdnes,
hitp:id.oxfordjournals.orgicontent/early/2013/04/29/Infdis.jit143.full

hitp:fiwanw.nvic.orgh i nd-tliseasesfmeaslesfi fes-vaccine-
injury-death.aspx

In addition, the whisfleblower situafion with this vaccine is worth keeping an
eye on.

[ have four children and partially vac. on delayed schedule because thers are
real concems.

Sarah Verkuil Turner

1 have actually read about that Fawsuit in the WSJ. Basically, they arent
claiming that the vaccine doesn't wark, just that It dossnt have a $5%
afficiency rate. So, lel's give you the bonefit of the doubt, and say the vaccine
is only 80 o 90% sffective, What's better, not taking a vaccine and having a
zera percent chance that it works or taking the vacding, and having a 80 o
90% chance that it will protect you against ihe mumps.
hitp:Aiblogs.wsj.com/pharmalot/2014/09/10/did-merck-unfairly-
fize-the-market-fi ps-vaccine!

Sarah Verkull Turner

Please don't bother replying. My Intention in commenting was NOT te
convince yeu of anything, as you have so aptly dernonstrated is impossible;
sort of like arguing with a brick wall, , but for others whe are much more open
minded fo realize what peopte lke you are doing to our public healtt In this
counky, and espaclally in pockets of Southern California, fike the area that |
live in as well. | respondad because you happened to comment back. You
however, have completely convinced me to suppard eliminating the personal
exemption from vaccinations in order o attend publlc school. Your intention
has faited completely with this article, "irying to add nuance"; all you have
shown is how close-minded you are and others ke you are. . 1 had hope
ditferently, but i should have known belter when | read that your dactor is Dr.
Jay Gorden.

Elizabeth Aguino

@Sarah Verkull Turner Yikes! A friend of mine reminded me today of the
great Bob Dylan's line: "To live outskie the law yout maust be honest.

Thanks, again, for an invigorating discussion.

http://news.nationalgeographic.com/news/2015/02/15021 4-vaccine-family-doubt-measles-... 2/18/2015
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BOSTON (GBS) ~ Flu shots gave 2 fivas. But the - Sponsored Links adertise Here {5
Team discoverad that the vaccine alsc comes with a
potential sk that few people know about; and the
resulis can mean menths or years of debilitating pain.

1 Try Equifax

Take contrel of your credit
ith Equifax Complete™

4 Premier www.equifax.com

Raul DeJesus got his flu & shot a year-and-a-half ago.
He now has nerve damage in his left arm and has very
limited motion.

The pain is s¢ debilifating he takes powerful &
medications like a fentanyl patch, oxycodone and
hydrocodone,

*That's just some of them; the list goes on and on,” he
sald.

Debby Russe neaded surgery to fix damage 1o her
shoulder after her flu shot.

i Miax your refund with
axSlayer, J— ’ ;
Itps:-fiwww faxslayer.com DI e 0 ER

"It was a lot of pain,” she said.

According to Lahey Medicat Center infeclious disease
specialist, Dr. Robert Buncan, this kind of injury is not
common but it can happen. 1t is usually the sesull of

laci ighi .
placing the shot too high in the arm Follow

http://boston.cbslocal,com/2015/02/20/i-team-can-flu-shots-be-risky/ 2/24/2015
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iaht into the Jqipt.space instead,of the muscle bely,"hg said-us LOG N
Shouider injurie's have recém'iy"bééﬁ'éeéégnizéd by the Federal Govemment's Vaccine ul'r{j'ur'y
Compensation Program. Scmetimes referred to as "vaccine court,” it awards gash o damages to
people who are hurl by vaccines.

Shoulder injury is referred to as SIRVA or shoulder injury related to vaccine administration.

Attorney Paul Brazll has represented dozens of clients with shoulder problems who have received
cash awargs 2.

“Most cases fall somewhere in the $20,000 fo $150,000 range,” he said.

While any injectable vaccine can cause this damage, Brazil says most of his cases involved the flu
shot.

“In my perscnal experience, it seems that a iot of vaccine petitioners get the vaccine at a
pharmacy,” he said,

Debby get her shot from a pharmacy and was awarded $108,000. Where top doctors
prefer to vefer.

*| tell everyone. Do not get a shot of any kind at a pharmacy,” she sakd.

.The Journal of the American Pharmacists association recently published an article outiining this e R :
danger and offaring tips to pharmacists on the proper procedure for giving a flu shot, including the FOLLOW CBS BOSTON
ideal spot for an injection. : : B T

&%{gﬁ WBZ | CBS Boston

According 1o Brazil, this kind of education & is critical.
= w@ﬂ% Like 154743

“l think it's a fack of awareness,” he said.

“| think if people know about SIRVA, if it was publicized more, then peopie administering vaccines 154,743 people fike this.
might be more carefut.”

Raul wished that was the case at the health care clinic where he got his shol. His case is still
pending.

Follow @ehshoston | 94.9K followars |

841

“This has affected every single aspect of my life,” he said. “Not to be able to do the ihings that { was
able lo do because of a simple & fu shot.”
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Join ihe discussion, .

MrAugie Augenstein .
Almost unbelievable to see a story like this -- without tha health dept of doctor
spouting off the vaccines are safe and effective. Thank you for your courage-- you
probably received a iot of hate mail and vicious responses from the highly paid orgs
that promote vaccines

v Feply o Share

Hanry Koo 5o
Always remember that Kathleen Sebelius refused te approve a waiver that would
have put a dying child on a lung transplant list.

s
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g I
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I wish the article went deeper

intc why most of the Injuries involved the flu shot. Is it because often given iods
frequently? Or is it due to a defect in the vaccine?
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wx VA EMAIL***

August 27, 2014

Mr. Dave King, Chairman

Advisory Commission on Childhood Vaccines (ACCV)
Division Of Vaccine Injury Compensation (DVIC)
Parklawn Building, Room 11C-26

5600 Fishers Lane

Rockville, MD 20857

Email: dking@salesmotion.com

Re: Request for ACCV to reconsider encephalopathy definition recommendation relating to the Vaccine
[njury Table

Dear Mr. King,

Acute and chronic encephalopathy is one of the most serious vaccine adverse events on the Vaccine
Injury Table (VIT) eligible for compensation under the federal Vaccine Injury Compensation Program
(VICP). The Secretary of the Department of Health and Human Services (DHHS) is the legal
respondent in the vaccine injury compensation process, is defended by the Department of Justice
(DOJ) in claims proceedings and DHHS officials determine eligibility, administer the Trust Fund and
make compensation payments awarded by the U.S. Court of Claims. Any revision of the definition of
encephalopathy by DHHS officials is of great concern to the National Vaccine Information Center
(NVIC), whose co-founders worked with Congress on the National Childhood Vaccine Injury Act of
1986 " to help ensure that the VICP would be a non-adversarial, expedited, less traumatic and more
reliable alternative to a vaccine injury lawsuit in civil court.? °*

NVIC requests that ACCV carefully reconsider pending recommendations to change the definition of
encephalopathy, which will be used as a guide by officials at DHHS and Department of Justice (DOJ),
as well as by special masters in the Claims Court, to either award or deny compensation to plaintiffs
filing vaccine injury and death claims. We make this request in hopes that ACCV will reaffirm and
maintain the spirit and intent of the National Childhood Vaccine Injury Act, which is to err on the side of
the petitioner in order to provide an economic safety net for those for whom the risks of vaccination are
100% and to address eroding pubilic trust in the integrity of the vaccination system.

First, it is important to put NVIC’s objections to changing the definition of encephalopathy in context by
reviewing the history of the 1986 National Childhood Vaccine Injury Act and the VIT.

NVIC’s History with the National Childhood Vaccine Injury Act of 1986

NVIC co-founders Jeffrey Schwartz, Barbara Loe Fisher and Kathi Williams, whose children had
suffered serious reactions to DPT vaccine, founded the charitable non-profit Dissatisfied Parents
Together (DPT) in the spring of 1982 with the mission of “preventing vaccine injuries and deaths
through public education.” Subsequently, they worked for four years with parents and Congress on the

21525 Ridgetop Circle, Suite 100 Stetling, VA 20166 « Phone 703,938,0342 » Fax 571.313,1268




1986 law at the request of congressional legislative staff.” In 1989, they established the National
Vaccine Information Center (NVIC) and expanded the mission to include defending the ethical principle
of informed consent to medical risk-taking, including vaccine risk-taking. For the past 25 years, NVIC
has called for the institution of informed consent protections in U.S. vaccine policies and laws.°

The participation of parents of vaccine injured children during the legislative process creating the 1986
National Childhood Vaccine Injury Act was to ensure that the legislation would balance prevention of
vaccine injuries and deaths with compensation for children suffering serious injury and for families of
children who died after receipt of government recommended and mandated vaccines.

Importantly, the key to creating a no-fault, non-adversarial federal compensation alternative to a civil
lawsuit was that the VICP would avoid compelling most plaintiff's to prove “causation in fact,” which is
the standard used in personal injury and product liability lawsuits filed in the tort system. There was to
be a “presumption” of causation in the absence of a more biologically plausible explanation for the
child's injury or death. Compensation was also fo be awarded if there was evidence that a vaccination
significan;ly aggravated a pre-existing health condition in the child leading to a substantial deterioration
of health. :

Presumption of causation was key to making the VICP primarily an administrative, rather than an
adversarial, system in order for:

(1) parents to want to select the no-fault, non-adversarial federal compensation alternative as
the preferred legal option for obtaining compensation for their vaccine injured children,
thereby reducing product liability and malpractice lawsuits; and

(2) to make the VICP less burdensome than a long, contentious, expensive and emotionally
draining lawsuit for families caring for a severely vaccine injured child.

In addition to securing important vaccine safety informing,® recording and reporting provisions® in the
1986 law, among the unigue contributions that NVIC parent co-founders made to the Act was to secure
a provision in the Act that Congress would ask the Institute of Medicine (IOM}), National Academy of
Sciences, to review the medical literature and publish reports evaluating evidence regarding federally
recommended vaccines and brain dysfunction, immune system disorders and death." Parents of
vaccine injured children pariicipating in the legislative process were very concerned that those
evaluating vaccine safety science be independent from influence by pharmaceutical corporations
marketing vaccines in the U.S. and federal health agencies responsible for developing, regulating,
making policy for and promoting state mandated vaccine use.

The IOM was selected as the entity included in the Act for conducting review and analysis of the
vaccine safety science for several important reasons. While IOM receives funding from government and
industry, IOM has a history of making efforts to assemble committees with broad representation utilizing
a deliberative process that includes transparency and public engagement when addressing scientific
and controversial public policy issues, unlike other government and industry funded organizations.'!

Development of the VIT

The Vaccine Injury Table (VIT) included in the 1986 law was created primarily based on published
scientific evidence in the medical literature and through a collaborative process that included
participation by medical trade associations, whose memberships administer vaccines to children, such
as the American Academy of Pediatrics. At the time the VIT was created, there were only seven
vaccines federally recommended and state mandated for children and administered between the ages
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of two mon.ths and six years: diphtheria, tetanus and pertussis (DPT); measles, mumps and rubella
(MMRY); and oral polio vaccine (OPV)."?

The VIT incorporated clinical symptoms of vaccine reactions, injuries and deaths published in the
medical literature and time periods within which most symptoms generally appeared following receipt of
DPT, MMR and OPV vaccines. The purpose of the VIT was to provide officials at DHHS, DOJ and the
U.S. Court of Claims with an administrative guideline for awarding no-fault, non-adversarial
compensation to those children filing claims with evidence of serious health deterioration after receipt of
government recommended and mandated vaccines or to families whose children died following
vaccination. Causation is presumed for conditions listed in the VIT.

Encephalopathy: The VIT Centerpiece
The centerpiece of the VIT was a list of clinical symptoms associated with acute and chronic

encephalopathy because encephalopathy’® is one of the most serious complications of vaccination a:]%

can lead to permanent brain dysfunction. Acute encephalopathy or brain inflammation {encephalitis,
encephalomyelitis'®) and chronic encephalopathy (persistent brain dysfunction) has been a long
acknowledged serious reaction to vaccination since the first vaccines for smallpox and rabies' '® were

developed and used in humans.

Acute and chronic encephalopathy also has been an acknowledged reaction to pertussis vaccine, a
vaccine originally developed in 1912 and administered as a single component vaccine'¥ before being
combined with diphtheria vaccine® and tetanus vaccines (DPT) in the late 1940°s” and recommended
by federal health and AAP officials for children since the early 1950s.%? 2 * Acute and chronic
‘encephalopathy is also an acknowledged reaction to measles vaccine and measles containing vaccines
(MR, MMR)? and has been reported following receipt of other federally recommended vaccines.” *

Many of the children most in need of vaccine injury compensation have experienced acute
encephalopathy with or without brain inflammation (encephalitis, encephalomyelitis) following
vaccinationZ 2 % ¥'pecause brain inflammation or acute encephalopathy — irrespective of the cause -
can lead to chronic encephalopathy (permanent neurological dysfunction).®  * * % Encephalopathy
or chronic brain dysfunction can result in the most serious manifestations of brain injury, including
physical and mental regression and failure to meet developmental milestones; dramatic personality and -
behavior changes; loss of muscle control, speech and other abilities; multiple learning disabilities and
ADHD/ADD; medication resistant seizure disorders; behavior disorders and profound mental
retardation.

The scientific literature has long recognized that neurological symptoms of acute encephalopathy can
include:

o the sudden onset of convulsions (seizures),
« high pitched screaming (cri encephalique) resulting from cerebral irritation;
e and aitered state of consciousness.

The literature has also historically recognized that seizures may be a manifestation of acute
encephalopathy and that chronic encephalopathy can include residual seizure disorders that over time
can cause irreversible brain damage. Chronic encephalopathy can render the child incapable of
functioning independently in society as an adult, requiring lifelong economic support. Families caring for
vaccine injured children with severe brain injury have little money, time or physical and emotional
energy to spend on expensive and drawn out legal proceedings and the VIT was one mechanism for
making the VICP a less burdensome legal alternative for petitioners.
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Below is the original VIT that was included in the 1986 National Childhood Vaccine Injury Act with
definitions for encephalopathy. The original VIT definition of encephalopathy and clinical signs and
symptoms indicating encephalopathy remain consistent with the definitions of encephalopathy in past
and current scientific literature.

VACCINE INJURY TABLE ¥

[. JTP; P; DTP/Polic Combination; or Any Other
Vaccine Containing Whole Cell Pertussis
Bacteria, Extracted or Partial Cell Bacteria,

or Specific Pertussis Antigen(s).

lliness, disability, injury, or condition covered:

A. Anaphylaxis or anaphylactic shock
B. Encephalopathy (or encephalitis)

C. Shock-collapse or hypotonic-
hyporesponsive collapse

D. Residual seizure disorder in accordance
with subsection (b)(2)

E. Any acute complication or sequela
(including death) of an iliness, disability,
injury, or condition referred to above which
iliness, disability, injury, or condition arose
within the time period prescribed

Il Measles, mumps, rubella, or any vaccine
containing any of the foregoing as a

component; DT; Td; or Tetanus Toxoid.

A. Anaphylaxis or anaphylactic shock

B. Encephalopathy (or encephalitis)

C. Residual seizure disorder in accordance
with subsection (b}(2)

Time period for first symptom or
manifestation of onset or of
significant aggravation after

vaccine administration:
24 hours
3 days

3 days

3 days

Not applicable

24 hours

15 days (for mumps, rubella,
measles, or any vaccine
containing any of the foregoing
as a component). 3 days (for DT,
Td, or tetanus toxoid).

15 days (for mumps, rubella,
measies, or any vaccine
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D. Any acute complication or sequela
(including death) of an iliness, disability,

injury, or condition referred to above which '

illness, disability, injury, or condition arose
within the time period prescribed

Ill. Polio Vaccines (other than Inactivated Polio
Vaccine).

A. Paralytic polio

—in a non-immunedeficient recipient

—in an immunodeficient recipient

—in a vaccine-associated community case
B. Any acute complication or sequela
(including death) of an iliness, disability,
injury, or condition referred fo above which
iliness, disability, injury, or condition arose
within the time period prescribed

V. Inactivated Polic Vaccine.
A. Anaphylaxis or anaphylactic shock

B. Any acute complication or sequela
(including death) of an illness, disability,
injury, or condition referred to above which

iliness, disability, injury, or condition arose
within the time period prescribed

containing any of the foregoing
as a component). 3 days (for DT,
Td, or tetanus toxoid).

Not applicable

30 days
6 months
Not applicable

Not applicable

24 hours

Not applicable

(b) Qualifications and aids to interpretation

The following qualifications and aids to interpretation shall apply to the Vaccine Injury

Table in subsection (a) of this section:

(1) A shock-collapse or a hypotonic-hyporesponsive collapse may be evidenced by indicia or
symptoms such as decrease or loss of muscle fone, paralysis (partial or complete),
hemiplegia or hemiparesis, loss of color or turning pale white or blue, unresponsiveness to

-environmental stimuli, depression of consciousness, loss of consciousness, prolonged
sleeping with difficulty arousing, or cardiovascular or respiratory arrest.

(2) A petitioner may be considered to have suffered a residual seizure disorder if the petitioner
did not suffer a seizure or convulsion unaccompanied by fever or accompanied by a fever of
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less than 102 degrees Fahrenheit before the first seizure or convulsion after the
administration of the vaccine involved and if—

(A) in the case of a measles, mumps, or rubeila vaccine or any combination of such
vaccines, the first seizure or convulsion occurred within 15 days after administration of the
vaccine and 2 or more seizures or convulsions occurred within 1 year after the
administration of the vaccine which were unaccompanied by fever or accompanied by a
fever of less than 102 degrees Fahrenheit, and

(B) in the case of any other vaccine, the first seizure or convulsion occurred within 3
days after administration of the vaccine and 2 or more seizures or convulsions occurred
within 1 year after the administration of the vaccine which were unaccompanied by fever or
accompanied by a fever of less than 102 degrees Fahrenheit.

(3)(A) The term “encephalopathy” means any significant acquired abnormality of,
or injury to, or impairment of function of the brain. Among the frequent manifestations of
encephalopathy are focal and diffuse neurologic signs, increased intracranial pressure, or
changes lasting at least 6 hours in level of consciousness, with or without convulsions. The
neurological signs and symptoms of encephalopathy may be temporary with complete
recovery, or may result in various degrees of permanent impairment. Signs and symptoms
such as high pitched and unusual screaming, persistent unconsolable crying, and bulging
fontanel are compatible with an encephalopathy, but in and of themselves are not
conclusive evidence of encephalopathy. Encephalopathy usually can be documented by
slow wave activity on an electroencephalogram.

(B) If in a proceeding on a petition it is shown by a preponderance of the evidence that an
encephalopathy was caused by infection, toxins, trauma, or metabolic disturbances the
encephalopathy shall not be considered to be a condition set forth in the table. If at the time
a judgment is entered on a petition filed under section 300aa—11 of this title for a vaccine-
related injury or death it is not possible to determine the cause, by a preponderance of the
evidence, of an encephalopathy, the encephalopathy shall be considered to be a condition
set forth in the table. In determining whether or not an encephalopathy is a condition set
forth in the table, the court shall consider the entire medical record.

{(4) For purposes of paragraphs (2) and (3), the terms “seizure” and “convulsion” include
grand mal, petit mal, absence, myoclonic, tonic-clonic, and focal motor seizures and signs. if
a provision of the table to which paragraph (1), (2), (3), or (4) applies is revised under
subsection (c) or {d) of this section, such paragraph shall not apply to such provision after
the effective date of the revision unless the revision specifies that such paragraph is to
continue to apply.

Department of Health & Human Services (DHHS) Changes VIT Definition of Encephalopathy
In 1995, the Secretary of DHHS removed long recognized symptoms of acute and chronic
encephalopathy, including seizures, from the VIT® despite (1) an IOIVI report published in 1991, which
acknowledged that DPT vaccine can cause acuie encephalopathy® and is associated with cilnlcal
symptoms such as seizures, collapse and protracted inconsolable crying (includes high pitched
screaming or encephalitic cry} and (2) an iOM report published in 1994 that acknowledged DPT
vaccine can cause chronic encephalopathy
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When the 1986 law was enacted, encephalopathy was defined in the VIT as “any acute or chronic
significant acquired abnormality of, or injury to, or impairment of function of, the brain”. In 1995, DHHS
rewrote the VIT definition for acute encephalopathy as “a significantly decreased level of consciousness
fasting for af feast 24 hours” and specifically excluded clinical signs and symptoms of acute
encephalopathy that have been reported in the medical literature for a century.

Contrary to the I[OM'’s definition of encephalopathy, the new VIT definition re-written by DHHS in 1995
and still in effect today states:

“The following clinical features alone or in combination do not demonstrate an acute
encephalopathy or a significant change in either mental status or level of consciousness:
sleepiness, irritability (fussiness), high-pitched and unusual screaming, persistent
inconsolable crying and bulging fontanelle. Seizures in themselves are not sufficient to
constitute a diagnosis of encephalopathy. In the absence of other evidence of an acute
encephalopathy, seizures shall not be viewed as the first symptom or manifestation of the
oriset of an acute encephalopathy.”

Encephalopathy Defined: Institute of Medicine Reports (1991-2012)
1991: IOM Report on Adverse Effects of Pertussis and Rubella Vaccines

The 1991 1OM committee report Adverse Effects of Pertussis and Rubella Vaccines® identified a
causal relationship between DPT vaccine and acute encephalopathy. This report went into great detail
when describing clinical symptoms and scientific definitions of encephalopathy, with the committee
noting that “acute or subacute encephalitis, encephalomyelitis and encephalopathy” were used in
various published studies to describe a “constellation of symptoms and signs reflecting a generalized
disturbance in brain function” that may include:

altered levels of consciousness;
confusion;

irritability;

headaches;

changes in behavior,

screaming atfacks;

neck stiffness;

sudden onset of convulsions;

visual, auditory or speech disturbances;
motor and sensory deficit;

other neurological abnormality of the brain.

s & & & 8 & 0 & ¢

Knowledge Gaps: The 1991 IOM report also for the first time pointed out to the medical community
and the public that there is a serious lack of quality basic science research and methodologically sound
epidemiological studies evaluating the biclogical mechanisms and frequency of vaccine adverse events
and natural history of conditions, such as encephalopathy. These knowledge gaps hampered the IOM
committee’s investigation into reported serious health problems associated with the two federally
recommended childhood vaccines (DPT, rubella). The committee stated:

“In the course of its review the committee found many gaps and limitations in knowledge
bearing directly and indirectly on the safety of vaccines. Stuch shortcomings relate, for
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example, to pathologic mechanisms of specific infectious agents, the molecular basis for
vaccine injury, and the natural history of conditions such as encephalopathy, mental
retardation and chronic arthritis.” +

1994: IOM Report on Adverse Events Associated with Childhood Vaccines: Evidence Bearing on
Causality

The Institute of Medicine issued two important reports in 1994 and both fell within the congressional
vaccine research mandate under the 1986 law for IOM to review medical literature and other evidence
that there are health risks to children associated with federally recommended vaccines,

Adverse Events Associated with Childhood Vaccines: Evidence Bearing on Causality was a report that
reviewed evidence related to seven federally recommended childhocod vaccines: diphtheria, tetanus,
measles, mumps, polio, hepatitis B and H. influenza type b (Hib) vaccines.”

Continuing Knowledge Gaps: For more than 30 reported serious brain and immune system problems
associated with the seven federally recommended vaccines under examination, the 1994 IOM
committee was unable to come to a conclusion about whether or not there was a causal relationship,
including for encephalopathy and residual seizure disorders related to several vaccines. Once
again, an [OM committee was frustrated by gaps in vaccine safety science and made statements such
as:

“For the vast majority of vaccine-adverse event relations studied, the data came predominantly
from uncontrolled studies and case reports.” **

This 1994 report echoed concerns expressed in the 1991 [OM report about lack of scientific knowledge
about vaccine adverse events and why there is individual susceptibility to suffering vaccine harm:

“The lack of adequate data regarding many of the adverse events under study was of major
concern to the committee.. .. The committee was able to identify little information pertaining to
why some individuals react adversely to vaccines when most do not.” *°

In a concluding chapter “Need for Research and Surveillance,” the committee stated:

“The committee found that a judgment regarding causality was often limited by the
absence of background data for the occurrence of the pathologic condition (the putative
adverse event) in apparently normal individuals not recently exposed to the vaccine.” 4

This lack of background data for the occurrence of acute encephalopathy in unvaccinated children or
those receiving fewer vaccines, such as learning disabilities, ADD/ADHD, seizure disorders,
developmental delays and other chronic brain and immune disorders, continues today to hamper
causality conclusions about encephalopathy and vaccination.

1994: IOM Report on DPT Vaccine & Chronic Nervous System Dysfunction

The second report issued by IOM in 1994, DPT Vaccine and Chronic Nervous System Dysfunction: A
New Analysis was groundbreaking.?” This report affirmed the conclusions of the National Childhood
Encephalopathy Study (NCES) published by the British government in 1981.%

More than three decades after NCES was published, it remains the largest well-conducted prospective,
case controlled study of neurclogical disorders in children. The NCES included evaluation of cases of
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acute and chronic encephalopathy that developed after children received DPT or measles vaccines
and, in 1981, NCES authors concluded that receipt of DPT vaccine was causally related to the
development of acute encephalopathy (encephalitis, encephalomyelitis) and permanent brain damage
in some previously healthy children enrolled in NCES, as well as those with underlying brain or
metabolic disorders after the DPT vaccine “triggered” expression of the underlying disorder.

Attributable risk estimates in for participants in NCES were that:

e 1in 110,000 DPT shots was followed by an acute encephalopathy within seven days of
administration of the vaccine; and

« 1in 310,000 DPT shots was followed by persistent neurological damage one year later.

It is notable that in 1981, the same year that the NCES was published confirming that DPT vaccine can
cause acute and chronic encephalopathy, an FDA-sponsored case controlled study conducted at UCLA
was published reporting the results of a head-to-head comparison of the reactivity of whole cell DPT
vaccines and DT vaccines.*® That U.S. study found that DPT vaccine was far more reactive than DT
vaccine and estimated that 1 in 1,750 DPT shots was followed by a convulsion or a hypotonic-
hyporesponsive episode (HHE).

In 1993, NCES authors published a 10-year follow up of the children, who had developed an acute
encephalopathy after DPT vaccination during the study.*® They found that many of the children were
continuing to suffer clinical symptoms of neurologic, behavioral, educational, motor, sensory and self
care dysfunctions, including:

« low scores for global educational abilities assessed by intelligence, vocabulary, spelling, reading
and arithmetic tests;

epilepsy/seizure disorder,

tremor;

fine or gross motor incoordination;

muscle weakness or spasticity in one or more limbs,;

hearing and vision problems;

behavioral dysfunction (problem, hyperactive or unsociable behavior);

lack of bladder or bowel control.

The NCES authors said:

“Our results provide good evidence that ilinesses such as those studied in the
national childhood encephalopathy study, including a variety of encephalopathies
and severe convulsions, both febrile and afebrile, can have lasting sequelae as
measured by various indices of brain function. This seems to be true for cases
associated in time with diphtheria, tetanus and pertussis immunization as for
other cases.” !

The 1994 IOM Committee to Study New Research on Vaccines reviewed the 10-Year follow up of
NCES and determined that, in addition to the evidence about acute and chronic encephalopathy they
had collected for the 1991 10M report on DPT vaccine, there was compelling scientific evidence to
conclude that children with or without underlying brain or metabolic abnormalities can experience an
acute encephalopathy within 7 days after receipt of DPT vaccine and go on to suffer chronic
neurological dysfunction.
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The IOM committee stated:

“The NCES data are consistent with the possibility that some children without
underlying brain or metabolic abnormalities might experience serious acute
neurologic illness within 7 days after receiving DPT and that acute iliness could
have chronic nervous system sequelae. The NCES data are also consistent with
the possibility that some children with underlying brain or metabolic
abnormalities (which foster a “triggering” by DPT of an acute neurologic illness)
might go on to develop chronic neurological dysfunction due to a DPT-friggered
acute iliness. Therefore, the committee concludes that the balance of evidence is
consistent with a causal relation between DPT and the forms of chronic nervous
system dysfunction described in the NCES in those children who experience a
serious acute neurologic illness within 7 days after receiving DPT vaccine.” 5z

[In September 2006, DHHS officials and four health maintenance organizations (HVIOs)

participating in the DHHS-operated Vaccine Safety Datalink Group published a retrospective

study that concluded DPT and MMR vaccines do not cause encephalopathy.® The study has

never been replicated and part of the reason may be that non-DHHS, independent scientists are

unable to get access to raw data used in Vaccine Safety Datalink Group studies to confirm VSD
-vaccine safety findings. -

In 2005, the IOM Committee on the Review of the National Immunization Program’s Research
Procedures and Data Sharing Program published a report, Vaccine Safety Research, Data
Access, and Public Trust. ® The 1OM Committee concluded that there is “limited ability of
independent external researchers to conduct high quality corroborative studies or studies of new
hypotheses” *® using VSD data:

“There are legitimate concerns about the independence and fairness of the
implementation of review procedures applied to VSD data shating proposals and of
determination about the refease of preliminary findings from VSD analyses. The lack of
transparency of some of the processes also affects the trust relationship between the
National Immunization Program Office (NIP) and the general public.” 58

Prospective studies, such as NCES, are superior to retrospective studies and replication is a
gold standard in science. The DHHS-conducted 2006 study rejecting a causal association
between DPT and MMR vaccines and encephalopathy, a study which has never been replicated
and contradicts conclusions of more transparent studies adhering to higher scientific standards,
should not influence the revision of the VIT definition of encephalopathy or be used to deny
compensation to those suffering encephalopathy following receipt of MMR or pertussis
containing vaccines.]

The 1991 and 1994 IOM reports reaffirmed the evidence base for the definition of encephalopathy
embedded in the original VIT in the VICP, including acknowledgement of the fact that some children
have pre-existing identified and unidentified genetic or biological risk factors that can be triggered by
administration of vaccines or have pre-existing medical conditions that can be significantly aggravated
by vaccination. Appropriately, there have been vaccine injury compensation awards made to children,
who were born with genetic or biological high risk factors, such as an undiagnosed brain or metabolic
disorder, that increased their susceptibility to suffering harm from federally recommended vaccines.”’
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2012: IOM Report on Adverse Effects of Vaccines: Evidence and Causality

In 2012, two decades after the first congressionally mandated 1991 [OM report was published, the IOM
published a report Adverse Effects of Vaccines: Evidence and Causality™ again reviewing the medical
literature for scientific evidence that federally recommended vaccines can cause brain and immune
system dysfunction and death. The report reviewed a total of 158 vaccine-related adverse events -
including encephalitis, acute disseminated encephalomyelitis (ADEM) and encephalopathy -
reported following receipt of varicella zoster (chickenpox) vaccine; influenza vaccines; hepatitis B
vaccine; human papillomavirus vaccine (HPV); tetanus toxoid-containing vaccines other than those
containing the whole cell pertussis component; measles, mumps and rubella vaccines; hepatitis A
vaccine; and meningococcal vaccines.

in 2009, the Health Resources and Services Administration (HRSA) had contracted with IOM to
conduct what would become the largest assessment of epidemiologic, clinical and biclogical
mechanism evidence about vaccine adverse event outcomes conducted by |OM since the 1986
Childhood Vaccine Injury Act became law and IOM published the 1991 and 1994 reports requested by
Congress under the Act. The CDC and National Vaccine Program Office (NVPO) also contributed
funding for the 2012 IOM study.”

The stated purpose of the 2012 IOM study was to provide scientific basis for review and adjudication of
claims of vaccine injury by the VICP. At the study outset, HRSA presented a list of specific adverse
events for the committee to review, which HRSA indicated represented the majority of adverse events
listed in VICP petitioner claims. During the course of its review of the medical literature, the IOM
committee added to the report the following adverse events for which epidemiological studies or case
reports were identified:

all cause mortality and seizures following influenza vaccine;

optic neuritis following MMR, influenza, hepatitis B and DTaP vaccines;
neuromyelitis optica following MMR vaccine;

erythema nodosum following hepatitis B vaccine;

stroke and small fiber neuropathy following varicella vaccine.

” & & & @

The 2012 IOM Committee to Review Adverse Effects of Vaccines concluded that “the evidence
convincingly supports” or “favors acceptance of” a causal relationship between:

varicella vaccine and Oka varicella zoster vaccine reactivation;

MMR vaccine and measles inclusion body encephalitis;

MMR vaccine and febrile seizures;

Anaphylaxis and MMR, varicella, influenza, hepatitis B, meningococcal, HPV and tetanus toxoid
vaccine;

MMR vaccine and transient arthralgia in female adults and children;

Any of the vaccines and syncope (sudden loss of consciousness)

* Any of the vaccines and deltoid bursitis;

However, significantly for 135 (85%)of serious adverse health outcomes associated with one
or more of the federally recommended vaccines under examination there was either an absence
of or too little biological mechanism evidence and/or methodologically sound epidemiologic
studies related to the vaccine and reported serious adverse health outcome for the committee
fo make a causation conclusion. This lack of enough scientific evidence to make a causation
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determination between a humber of the vaccines being studied and a wide range of brain and immune
system disorders included:

« Encephalitis; encephalopathy; acute disseminated encephalomyelitis (ADEM); meningitis;
traverse myelitis; optic heuritis; chronic inflammatory disseminated polyneuropathy; Bell's palsy,
small fiber neuropathy; Guillain Barre Syndrome GBS); afebrile seizures; infantile spasms;
opsoclonus/myoclonus syndrome; ataxia; first demyelinating event in children and adults;
multiple sclerosis in children and adults.

Like the previous IOM committees, this committee was unable to come to conclusions about causation
for the majority of vaccine-related adverse health outcomes because of continuing gaps in scientific
knowledge about the biological mechanisms for vaccine adverse effects. Chapter 3 “Evaluating
Biological Mechanisms of Adverse Events” is a thoughtful description of the outstanding biological
mechanism questions that need to be answered before there can be a better understanding of how and
why vaccines can cause acute and chronic brain and immune system dysfunction and death.

The 2012 report highlights the lack of understanding of biological, genetic, environmential and other
high risk factors, which increase an individual’s susceptibility to vaccine reactions:

“Both epidemiologic and mechanistic research suggest that most individuals who
experience an adverse reaction to vaccines have a pre-existing susceptibility. These
predispositions can exist for a number of reasons — genetic variants (in human or
microbiome DNA), environmental exposures, behaviors, illness or developmental
stage, to name just a few, all of which can interact. Some of these adverse reactions
are specific to the particular vaccines, while others may not be. Some of these
predispositions may be detectable prior to the administration of vaccine; others, at
least with current technology and practice, are not.” '

In the Preface of the published 2012 study, the {OM committee chair, Ellen Wright Clayton, M.D., stated
that the committee “had a herculean task, requiring long and thoughtful discussions of our approach to
analyzing the studies culled from more than 12,000 peer-reviewed articles.” She said “some issues
simply cannot be resolved with current available epidemiological data” and emphasized that scientific
conclusions about cause and effect relationships between vaccines and reported adverse events
requires a combination of biological mechanism and epidemiological evidence, particularly when it
comes to identifying individual susceptibility risk factors:

“Even very large epidemiologic studies may not detect or rufe out rare events. Subgroup
analysis or more focused epidemiologic studies, informed by as yet incomplete knowledge
of the biological mechanisms of vaccine-induced injury, may be required....The value of
dialogue between both epidemiologic and mechanism approaches cannot be overstated.
Epidemiologic studies can identify particular high risk groups, who can then be examined
with more in depth testing to explore predisposing factors. The findings of such studies can
then inform more focused epidemiologic research as well as efforts to reduce risks. These
conversations between different types of research can be difficulf, but the results are worth

it.”

While the 2012 IOM Committee noted recent discoveries relating to SCN1A mutations, Dravet
syndrome and encephalopathy, they were cautious in drawing any conciusions and stated:
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“This list of factors that are known to confer susceptibility is by no means definitive or
exhaustive. Rather, we hypothesize that continued study of alleged vaccine-related injuries, the
committee informed by epidemiologic studies that identify vulnerable populations and
exploration of underlying mechanisms of susceptibility, will provide greater insight into these and
other mechanisms and will identify more factors that contribute to vaccine susceptibility.”

More recent studies with regard to Dravet syndrome have noted de novo genetic mutations of SCN1A
may occur at any time, from the embryonic premorula stage to adulthood®® and the syndrome
“encompasses different epileptic and cognitive phenotypes that probably result from both genetic and
epigenetic factors.”®* Coupled with the 2012 IOM Committee’s acknowledgement that fever induced by
vaccines may trigger Dravet syndrome, these studies indicate that there are as yet unidentified genetic,
biological and environment factors involved in expression of Dravet syndrome in some individuals and
leaves open the possibility that individuals may go through their whole lifetime without exhibiting
symptoms of Dravet syndrome.

In the IOM 2012 report the following statements were made regarding Dravet syndrome and whole cell
pertussis vaccine:

“In some metabolically vulnerable children, receiving vaccines may be the largely nonspecific
“Yast straw” that leads these children to reveal their underlying genotype. It was recently
discovered that a large majority of children who developed encephalopathy affer receiving
whole cell pertussis vaccine have mutations in SCN1A, which are associated with Dravet
syndrome or severe myoclonic epilepsy of childhood (Berkovic et al., 2006; Mcintosh et al.,
2010). While it seems likely that the vaccine triggered symptoms in these chifdren by causing
high fever, the particular vaccine antigens do not appear to alter the course of the disease.
Rather, the ensuing phenotype could and probably would have been precipitated by multiple
other fever-inducing triggers (Mcintosh et al., 2010; Wiznitzer, 2010).” *°

At issue is the implication that “a large majority of children” who develop encephalopathy after receiving
whole cell pertussis vaccine have mutations in SCN1A, when the 2006 Bercovic et al study examined
only 14 patients and the 2010 Mclntosh study examined 40 patients. This dataset is not large enough to
make that sweeping conclusion and certainly not enough justification to change the definition of
encephalopathy for the purpose of denying vaccine injury compensation to those children with that
genotype.

In 2011, a study by Tro-Baumann et al retrospectively examined the relationship between vaccination
and occurrence of seizures in 70 children with Dravet syndrome. The authors pointed out that 27% of
patients suffered seizures post-vaccination (primarily after DPT vaccine) and in 58% vaccine-related
seizures represented the first clinical manifestation. Appropriately, the study authors called for
“preventive measures for seizures triggered by vaccination or fever in these children.” o

There can be no assumption that aff individuals with SCN1A mutations associated with Dravet, who
develop encephalopathic symptoms after vaccination, including seizures, would have developed
encephalopathy even if no vaccines had been given. Children born with SCN1A mutations, who
develop acute and chronic encephalopathy after vaccination, should not be precluded from receiving
vaccine injury compensation simply because of the genes they were born with, genes which may or
may not have been expressed had one or more federally recommended vaccines not been given.
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Definitions for Encephalopathy Align with IOM Findings
The IOM is not alone in their acknowledgment of signs, symptoms and definitions of encephalopathy
long recognized in the medical literature.

The National Institutes of Health’s National Library of Medicine states encephalitis
complications can lead to permanent brain damage with symptoms that can include mild fever,
mild to severe headache, low energy, poor appetite, clumsiness, unsteady gait, confusion,
disorientation, drowsiness, irritability, light sensitivity, stiff neck and back, vomiting, fontanel
bulging (infant), loss of consciousness, stupor, coma, muscle weakness, paralysis, seizures, flat
mood, inappropriate mood, memory loss that may be caused by the following vaccines: MMR,
Polio, Varicella.”

The National Institute of Neurological Disorders and Stroke (NINDS) uses the following
definitions and symptoms for the following conditions:

o Encephalitis is an inflammation of the membranes surrounding the brain and spinal
cord with symptoms that can include sudden fever, headache, vomiting, light sensitivity,
stiff neck and back, confusion and impaired judgment, drowsiness, weak muscles,
clumsy and unsteady gait, irritability, loss of consciousness, seizures, muscle weakness,
andlorsgudden severe dementia. Complications can include permanent impairment or
death.

o Encephalopathy is a condition that results in the aitering of the structure or function of
the brain that may include the following symptoms: altered mental state, progressive loss
of memory and cognition, involuntary muscle twitching, subtle personality changes, rapid
involuntary eye movement, tremor, muscle atrophy and weakness, dementia, seizures,
apraxia (loss of speech), and/or inability to swallow. This condition may cause
permanent changes and irreversible damage to the brain and can be fatal. *

o Acute Disseminated Encephalomyelitis is characterized as an attack of inflammation
of the brain and spinal cord that damages the protective covering of nerve fibers. This
condition can result from the MMR vaccine with encephalitis-like symptoms appearing
rapidly that can include fever, fatigue, headache, nausea, vomiting, seizures and coma.
The damage to nerve fibers typically lead to neurclogical symptoms that can include
vision loss, paralysis, muscular coordination difficulties. Some ADEM patients will have
lifelong impairment such as cognitive difficulties, weakness, loss of vision, numbness,
and can be fatal.”

Current VIT Language Under Consideration
The current language the ACCV is being asked to approve relating to the VIT and encephalopathy and
are additions to the QAI that would stating

“Individuals who return to their baseline neurologic state, as confirmed by clinical findings, in
less than 8 months from the date of vaccination shall not be presumed to have suffered
residual neurologic damage from that event...”

and

“...an encephalopathy shall not be considered to be a condition set forth in the Table if it is
shown that the encephalopathy was caused by: (A) An underlying condition or systemic disease
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shown to be unrelated to the vaccine (such as a malignancy, structural lesions, psychiatric
illness, dementia, genetic disorder...”

This restrictive and exclusionary encephalopathy guideline change unfairly discriminates against
children and adulis born with certain genes or pre-existing medical conditions that may be triggered or
significantly aggravated following receipt of government recommended and mandated vaccines. There
is no ethical, scientific or legal justification for denying compensation to susceptible individuals because
of the genes they were born with, especially in light of the fact that significant knowledge gaps about
the biological mechanisms and high risk factors for vaccine injury remain. The VICP cannot and should
not be a vehicle for discrimination against those most vulnerable to vaccine injury and death.

Knowledge Gaps, Biodiversity & Individual Susceptibility Being Ignored

Science is not static but continually evolves. In the coming years, there will be more information about
genetic and other high risk factors that predispose some individuals to suffering vaccine induced
encephalopathy and other serious, life altering brain and immune system disorders. The emerging new
microbiome and epigenetics science, which is focusing on biodiversity and how it affects individual
health outcomes, will change the practice of medicine.

Microbiome Individua! Differences: Resident microbes add another 100 trillion cells to the 10 million
cells that make up the human body and contributing 8 million genes that interact with 21,000 human
genes to help our body grow, digest food, develop and mount immune responses and perform many
other normal bodily functions.” 72 ™ In 2014, researchers in Ireland studying the microbiome, stress,
health and disease observed that the mlcroblome is established during the first three years of life but
that it evolves throughout our lives as we constantly respond to our environment and there are
microbiome differences between individuals:

“The microbiome is a dynamic entity that is under continuous evolution throughout the host’s
lifetime in particular during the first three years of life during which time a stable microbiome is
established. It is sensitive to a whole array of manipulations such as diet, stress, infection,
pharmacological inferventions and thus is it clear that the composition of the microbiota is
distinct at different milestones of life.” ™

Epigenetics & Individual Differences: Together with a better understanding of the complexity of the
microbiome, the new field of epigenetics is highlighting the importance of respecting biodiversity.”™
Epigenetics, which can be defined as stimuli-triggered changes in gene expression that are inheritable
and occur independent of changes to the underlying DNA sequence’ prowdes compelling evidence for
the urgent need to fill in knowledge gaps about individual susceptibility to vaccine reactions. Scientists
have discovered that differing external environmental exposures (such as nutrients, chemicals,
infections) and individual responses to trauma and fear, for example, can trigger changes in chromatin
structure and gene expression to uniquely affect each individual’'s susceptlblllty to certain illnesses and
disorders and these susceptibilities can be passed on to future generations.”

Microbiome and epigenetics science highlights why there is an urgent need to acknowledge and adjust
for individual differences in responses to vaccines and to respect individual susceptibilities, not ignore
or punish those with them when considering awards for development of encephalopathy after -
vaccination. Hopefully the new science will lead to a move away from the current one-size-fits-all
approach to vaccine policies and in the future fewer individuals will need to apply for vaccine injury
compensation.

In the meantime, vaccine manufacturers protected from civil liability by the 1986 law should make
greater efforts to better define the biological mechanisms for adverse events and potential genetic,
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biological and environmental high risk factors that place some individuals at higher risk than others for
suffering encephalopathy and other types of brain and immune system damage from both existing and
new vaccines being developed so fewer children and adults will become vaccine injured VICP
claimants.” #

NVIC urges the ACCV to vote against the DHHS recommendations for the revision of the definition of
encephalopathy because it is not based on sound science and will unfairly discriminate against those
most susceptible to vaccine injury and death, as well as further erode parent and public confidence in
the integrity of the vaccine system.

Sincerely,

/s/Barbara Loe Fisher /s/Theresa Wrangham
Barbara Loe Fisher Theresa Wrangham

Co-founder & President Executive Director

cc: ACCV Commiissioners
Michelle Williams, J.D., Vice-Chair email: michelle.willams@alston.com
Ann Linguiti Pron, DNP CPNP, R.N. email: aljjp@aol.com
Kristen A. Feemster, M.D., M.P.H., email: feemster@email.chop.edu
Jason Smith, J.D. e-mail; jason.smith@pfizer.com
Charlene Douglas, Ph.D., M.P.H., R.N. email: cdouglas@gmu.edu
Sylvia Fernandez Villarreal, M.D., email: opus@taospeds.org
Edward Kraus, J.D., e-mail: ekraus@kentlaw.edu
Luisita dela Rosa, Ph.D. email: luisitacdlr@earthlink.net

Andrea Herzog, Principal Staff Liaison, ACCV email: aherzog@hrsa.gov
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