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SUBIECT 1 2 3 4 5 ] 7 8 9 10
Woman Woman Man
PATIENT ‘Woman 71yearscld 90 years ald Woman Woman Woman Woman Unkngwn Woman 76 years old
Mild dementia severe dementia
11th Sept 2017 2dth Sept2017
March 17th October
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Care Home Care Home
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_ _ . Care Home Care Home Care Home Care Home Lare Home Care Home
HGO Ataaciation ol Persans with Phyica
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o City: Gerona Pamplona Pm:::_ de Las Rozas Badalona Montant Unknown Logrofio ara °
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Foad Food Faod {Apple)
Food
CHOKING CAUSE Focd Foad Food Food (Hard-boilec egg} {Omelette) o Unknown Food
Una residente que se alimanta o
de manera autdnoma, ala E! servicio
hora de la merienda presentc médico hize Cianatico .
Cuando me informan del una abstruccion de las vias uso del mientras comia
i : ; una manzana
Las cuidadoras ce atragantamiente, acudo a agreas, |a rapida actuacion del . o
. . valorar a la usuaria y utilizo la equipo, fue fundamental y dispositivo
una Residencia en mascarilia segun indicaciones, dicho episodio fue revertido médico .
Girona hicieron uso veo que no esté muy gracias a la utilizacion del anti- C:;;:::c::zs
. o . insuflado y me valgo de atra DECHOKER y a la formacidn .
del dispositive anti- Serscms ewe (o saite bion 1n recibida par el aquipo yo te atragantami +
atragantamiento cabeza a la ysyaria para que la satu, distribuidares oficiales ento pelmadas
interess apulares
Cechoker para salvar mascarilla haga el vacio paca fa Comunidad Valencina. Dechoker sin resultado
la vida de una corre:tz‘;:ir;:::l:;::cclonar La residente que presantaba |:‘bara‘;a \;a r oo turh oo
i una situacion critica, tras fa @ vida de e
paciente que se estaba produciendo el ligeracion de |as vias agreas, Reported by 3 una sela ;(T"m
encontraba en El 11 de septiembre, una mujer de atragantamiento. se recuperd rapidamente. ¢ comment in paciente
estado clandticotras | 71 afios con demencia leve, y el 24 ) ) recupers estado basal Facebook of a mientras traian
. . Al aspirar consigo extraer un Crae Home Dechoker
atragantarse durante | de ese mismo mes, otra anciana de rrozo de hueva que habia Resattamos el papel central worker

Report

la comida. A los
ROCos minutos
aparecid en el lugar
una unidad
medicalizada del
Sistema de
Emergencias Médicas
quevaloréala
usuaria y dado el
estado gue
presentaba, se le dio
el alta in situ.

90 con demencia avanzada, se
“salvaron” gracias a un nuevc
dispositivo denominado Dechoker.

Published in the "Navarra Diary”

ingerida en la comida.

Tras extraerlo la usuaria se
queda tranquila,
recupera saturacion y continua
atendiéndase como es habitual
en estos casos, con
aerosalterapia y medicacisn.

Me parecié realmente uitil, ya
que rdpidamente pude
conseguir extraer la que
estaba produciendo el
problema respiratorio a la
usuaria.

Angela Barohong Testimony

que juega el dispositive en
situaciones de emergencia
{ALragantamientos), junto ¢en
la inmediata y coordinada
actuacion del equipo del
centra.

El Dechoker es facil de utilizar,
ripido y cémodo de
transportar de un lugar a otro.
Cuyas caracteristicas hicieron
pasible que pese a que la
residente se oponia conia
presion mandibular que
presentaba por el suceso
salvara la vida en esta ocasion.

La valoracion es muy positiva
en casos Critices de
alragantamiento.
Indispensable.

Try to contact
again with
her but she

didn't answer

Despues de dos
intentos on
Dechoker el

paciente

respiray

recupera
consaencia

Atienden:
Enfermers
Fisioterapeuta
Personal
auxiliar




DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | UNK-AUG-2017

2. Patient’s Demography Sex: T Female U Male X Unknown

Age (years): Data Unavailable

Place of Event: Data Unavailable

3. Primary Diagnosis Data Unavailable
4. Choking Cause Data Unavailable
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
) U None U None
Device
O Back Blows O Forceps
C Abdominal Thrusts [J Back Biows
] ChestCompression 1 Abdominal Thrusts
Other: Data Unavailable [ ChestCompression

X Other: Data Unavailable

6. Anti-chokingTreatmentwith | Patient Position: (O Sitting [ Lyingdown [D Standing
Dechoker Device Data Unavailable

Patient Status: [ Conscious [ Unconscious Data Unavailable

# of Attempts: # of Cycles Cycles # of Pulls Pulls. X Data Unavailable

Administered By: [] Patient

Not Patient, Data Unavailable for numberof
administrators

7. Anti-choking Treatment Dechokerdevice removed FBAO! without a problem after use
Outcome: 0 Dechokerdevice removed FBAO® but with problems after use

[ Dechokerdevice did not remove FBAQ! and no problems afteruse
O Dechokerdevice did not remove FBAO® but with problems after use

1. Foreign Body Airway Obstruction (FBAQ)

Source Document Version: 1.0 (November 5, 2018) FINAL Page 1 of 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
Reported by a commentin Facebook of a Care Home worker. Try to contact again with her but she didn’t answer

Any problems after the use of Dechoker device? X No L[] Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

b. English Translation Version:
N/A

Any problems after the use of Dechoker device? XI No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator ~ Signature

Data Signed
Name

(DD/MON/YYYY)

r. Randall Snook
e TR 07/o1/2019

Source Document Version: 1.0 (November 5, 2018) FINAL Page 2 of 2
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DECHOKERUSE REPORT
1. Date of Incident(DD-MMMY_YYY) 17-OCT-2018
2. Patient’'s Demography Sex: U Female Male
Age {years}): 76

Place of Event:  Care Home
Barakaldo, Vizcaya, Spain

3. Primary Diagnosis Data Unavailable
4, ChokingCause "~ | Food (Apple)
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
. ] None I None
Device
Back Blows (] Forceps
] Abdominal Thrusts ] Back Blows
O Chest Compression LI Abdominal Thrusts
O Other: O ChestCompression

QOther: Data Unavailable

6. Anti-choking Treatmentwith | Patient Position: [J Sitting Lyingdown [ Standing
Dechoker Device 1 Unknown

Patient Status: O Conscious Unconscious [ Unknown

# of Attempts: 1 Cycles 2 Pulls (] Unknown

Administered By: [ Patient

X Not Patient, Data Unavailable for number of
adminitrators

7. Anti-choking Treatment Dechokerdevice removed FBAO® withouta problem after use
Outcome: [ Dechokerdevice removed FBAO! but with problems after use

[J Dechokerdevice did not remove FBAO! and no problems after use
[ Dechokerdevice did not remove FBAQ® but with problems afteruse

1. Foreign Body Airway Obstruction (FBAD)

Source Document Version: 1.0 {November 5, 2018} FINAL Page 1 of 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:

Cianético mientras comia unamanzana. Compresionesabdominales+palmadas interescapulares sin resultado

Seletumbbenel sueloyempezdé RCP. Mientras traian Dechoker. Después de dos intentos con Dechoker el
paciente respiray recuperaconsciencia

Atienden: Enfermera Fisioterapeuta Personal auxiliar

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the probtem, start date, end date, and problem status (resolved/unresalved) here

Any Dechoker device usage feedback? X No L1 Yes, describe below
Describe the feedbhack here

b. English Translation Version:
Cyanoticwhile eatinganapple. Abdominal compressions +interscapularslaps without result

He laid onthe floorand CPR was started while they brought the Dechoker. Aftertwo attemptswith the
Dechoker, the patient breathes and regains consciousness

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status {resolved/unresoived) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook w (97/0 ]/Q_p/?

Source Document Version: 1.0 (November 5, 2018) FINAL Page 2 of 2



DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | UNK-APR-2018
2. Patient’s Demography Sex: X Female (] Male
Age (years): Data Unavailable
Place of Event:  Care Home
Badalona, Barcelcna, Spain
3. Primary Diagnosis Data Unavailable
4. ChokingCause Food (Omelette)
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
\ ] None O None
Device
O Back Blows (] Forceps
0 Abdominal Thrusts [ Back Blows
(1 Chest Compression [ Abdominal Thrusts
Other: Data Unavailable [ Chest Compression
Other Data Unavailable
6. Anti-choking Treatmentwith |Patient Position: [ Sitting [ Lyingdown [ Standing
Dechoker Device Data Unavailable
Patient Status: [ Conscious [ Unconscious [X Data Unavailable
# of Attempts: # of Cycles Cycles # of Pulls Pulls. X DataUnavailable
Administered By: [ Patient
& Not Patient, Data Unavailabie fornumber of
administrators
7. Anti-choking Treatment Xl Dechokerdevice removed FBAO* without a problem afteruse
Outcome: O Dechokerdevice removed FBAO* but with problems after use
(] Dechokerdevice did not remove FBAO®! and no problems after use
U] Dechokerdevice did not remove FBAQ! but with problems afteruse

1. Foreign Body Airway Obstruction (FBAQ)

—_— o o ]

Source Document Version: 1.0 (November 5, 2018) FINAL Page 1 of 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
No details provided

Any problems after the use of Dechoker device? [X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

b. English Translation Version:
No details provided

Any problems after the use of Dechoker device? X No [] Yes, describe below
Describe the problem, start date, end date, and problem status {resolved/unresolved) here

Any Dechoker device usage feedback? I No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook ’—@W"“’ @7/0:/20/7

Source Document Version: 1.0 {(November 5, 2018) FINAL Page2 of 2
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Because every second counts.

DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | 11-MAY-2018

2. Patient’s Demography Sex: Female L] Male
Age (years): Data Unavailable

Place of Event: Care Home
Montant, Castellén, Spain

3. Primary Diagnosis Data Unavailable
4. ChokingCause Food
5. Anti-choking Treatments Before (checkallthat apply): After (check all that apply):
Prior/After Use of Dechoker
. T None O None
Device
] Back Blows O Forceps
] Abdominal Thrusts [ Back Blows
(] Chest Compression O Abdominal Thrusts
Other: Data Unavailable [ Chest Compression

& Other: Data Unavailable

6. Anti-chokingTreatmentwith | Patient Position: [1Sitting [ Lyingdown [ Standing
Dechoker Device & Data Unavailable

Patient Status: 1 Conscious [ Unconscious Data Unavailable

# of Attempts: # of Cycies Cycles # of Pulis Pulls. X Data Unavailable

AdministeredBy: [ Patient

Not Patient, Data Unavailable for number of
administrators

7. Anti-choking Treatment Dechokerdevice removed FBAO® without a problem afteruse
Outcome: [J Dechokerdevice removed FBAO* but with problems after use

[ Dechokerdevice did not remove FBAO! and no problems after use
U1 Dechokerdevice did notremove FBAO! but with problems after use

1. Foreign Body Airway Obstruction (FBAQ)

Source Document Version: 1.0 (November 5, 2018) FINAL Pagelof3



DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
Una residente que se alimenta de maneraauténoma, a la hora de la merienda presentd una obstruccionde las
vias aéreas, la rdpida actuacidn del equipo, fuefundamental y dicho episodiofue revertido gracias a la utitizaddn

del DECHOKER y a 1a formacion recibida por el equipo yo te salvo, distribuidores oficiales para la Comunidad
Valenciana.

ta residente que presentaba unasituacion critica, tras laliberacion de las vias aéreas, se recuperd rapidamente,
y recuperd estado basal.

Resaltamos el papelcentral quejuegaeldispositivoen situaciones de emergencia (Atragantamientos), junto con
lainmediataycoordinadaactuacidndel equipo delcentro.

La valoracidn es muy positiva en casos criticos de atragantamiento. Indispensable.
Reported

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, startdate, end date, and problem status {resclved/unresolved) here

Any Dechoker device usagefeedback? [] No Yes, describe below

El Dechokeresfacil de utilizar, rdpidoy cémodo de transportarde un lugara otro. Cuyas caracteristicas hicieron
posible que peseaque laresidente se oponiacon la presion mandibular que presentaba porel suceso salvarala
vida en esta ocasién.

b. English Translation Version:
A resident whofeeds autonomously, at the time of the snack presented an obstruction of the airways, the
rapid performance of the equipment, wasfundamental and this episode was reversed thanks to the use of the
DECHOKER and the training received by the team of the official distributors forthe Valencian Community.

The residentwho presented acritical situation, afterthe release of airways, recovered quickly, and regained
baseline status.

We highlight the central role played by the device in emergency situations (choking), togetherwith the
immediate and coordinated action of the centerteam.

The assessmentis very positive in critical cases of choking. Indispensable.

Source Document Version: 1.0 {November 5, 2018) FINAL Page2 of 3
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Because every second counts.

DECHOKERUSE REPORT

Any problems after the use of Dechoker device? [X No ] Yes, describe below
Describe the problem, start date, end date, and problem status {resolved/unresolved) here

Any Dechoker device usage feedback? ] No Yes, describe below
The Dechokeris easyto use, fastand convenientto transport from one place to another. Whose characteristics

made it possiblethat despite the resident was opposed to the mandibular pressure that presented by the event
saved hislife onthis occasion.

Principal Investigator’s Signature Statement:

I have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)}

Dr. Randall Snook K@ULE (g (9’7/0 / /ZZg) /9

Source Document Version: 1.0 (November 5, 2018) FINAL Page3cof 3
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Because every second counts.

DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | UNK-MAY-2018

2. Patient’s Demography Sex: = Female 0 Male

Age (years): Data Unavailable

Place of Event: Care Home
Logroiio, La Rioja, Spain

3. Primary Diagnosis Data Unavailable
4. Choking Cause Food
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
, I None I None
Device
D Back Blows U Forceps
[ Abdominal Thrusts L1 Back Blows
O Chest Compression J Abdominal Thrusts
X Other: Data Unavailable LI Chest Compression

Other: Data Unavailable

6. Anti-chokingTreatmentwith [Patient Position: [ Sitting [ Lyingdown [l Standing
Dechoker Device Data Unavailable

Patient Status: ] Conscious [ Unconscious X Data Unavailable

# of Attempts: # of Cycles Cycles # of Pulls Pulls. X1 Data Unavailable

AdministeredBy: [ Patient

& Not Patient, Data Unavailable for numberof
administrators

7. Anti-choking Treatment B Dechokerdevice removed FBAQ! without a problem after use
Outcome: [ Dechokerdevice removed FBAQ! but with problems after use

O Dechoker device did not remove FBAO! and no problems after use

(] Dechokerdevice did not remove FBAO? but with problems afteruse

1. Foreign Body Airway Obstruction (FBAQ)

Source Document Version: 1.0 (November 5, 2018) FINAL Page 1 of 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:

£l servicio médico hizo uso del dispositivo médico antiatragantami ento Dechoker para salvar la vida de una
paciente.

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

b. English Translation Version:
The medical service made use of the anti-choking medical device Dechokerto save the life of a patient.

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? <] No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature

Data Signed
Name

{DD/MON/YYYY)

Dr. Randall Snook
Wl 1 7/ o 2019

Source Document Version: 1.0 (November 5, 2018) FINAL Page2of 2
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Because every second counts.

DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | UNK-FEB-2018

2. Patient’s Demography Sex: Female U Male
Age {years): Data Unavailable

Place of Event:  Care Home
Las Rozas, Madrid, Spain

3. Primary Diagnosis Data Unavailable
4. ChokingCause Food (Hard-boiled egg)
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
. X None & None
Device
] Back Blows O Forceps
] Abdominal Thrusts (] Back Blows
[ Chest Compression ] Abdominal Thrusts
O Other: Specify Other [ Chest Compression

[ Other: Specify Other

6. Anti-choking Treatmentwith | Patient Position: [ Sitting [ LyingDown [J Standing.
Dechoker Device Data Unavailahle

Patient Status: ] Conscious [ Unconscious Data Unavailable

# of Attempts: 4 of Cycles Cycles # of Pulls Pulls X DataUnavailable

Administered By: [ Patient
X Not Patient, 2 administrators

7. Anti-choking Treatment X Dechokerdevice removed FBAQ' without a problem after use
Outcome: [J Dechokerdevice removed FBAO! but with problems after use

C] Dechoker device did notremove FBAQ! and no problems after use

[ Dechoker device did not remove FBAC! but with problems after use

1. Foreign Body Airway Obstruction {FBAQ)

Source Document Version: 1.0 (November 5, 2018) FINAL Pagelof 3



DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
Cuandome informandel atragantamiento, acudo a valorara la usuariay utilizo la mascarilla seginindicadones,

veo que no estd muyinsufladoy me valgode otra personaque le sujete bienlacabeza a la usuariapara quela
mascarilla haga el vacio correcto para podersuccionar el alimento que estaba produciendo el atragantamiento,

Al aspirar consigo extraeruntrozo de huevo gue habia ingeridoenla comida. Tras extraerlo la usuaria se queda
tranquila, recupera saturacidén y continua atendiéndose como es habitual en estos casos, con aerosolterapia y
medicacion.

AngelaBarahona Testimony

Any problems after the use of Dechoker device? I No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? [ No X Yes, describe below

Me parecid realmente Util, yaque rapidamente pude conseguirextraerlo que estabaproduciendo el problema
respiratorioala usuaria.

b. English Translation Version:

When | was informed ofthe choking, | came to assessthe personand | use the mask accordingto indications, |
saw thatit is not very sufficientand { had another person hold the head well so that the mask makesthe
correct vacuum to be able suck the food that was causingthe choking.

We extracted a piece of egg that the person had eaten. After removing the userremains calm, recover
saturationand continues toattend as usual in these cases, with aerosol therapy and medication.
Angela Barahona Testimony

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? (1 No X Yes, describe below
| found it really useful, since | could quickly extract what was producing the respiratory problem to the user.

- ... /o

Source Document Version: 1.0 (November 5, 2018) FINAL Page2of 3




3 DeCHOKER

ause every second counts.

Principal Investigator’s Signature Statement:

I have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook (—@\W 07%,/249/5’

Source Document Version: 1.0 {(November 5, 2018) FINAL Page3of 3
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Because every second counts.
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DECHOKERUSE REPORT
1. Date of Incident (DD-MMM-YYYY) | UNK-MAR-2018
2. Patient’s Demography Sex: Female [ Male
Age (years): Unknown
Place ofEvent:  Care Home

Pinedade Mar, Barceiona, Spain

3. Primary Diagnosis Unknown

4. ChokingCause Food

5. Anti-choking Treatments
Prior/After Use of Dechoker

s C None
Device

[ Back Blows

Before (checkallthat apply):

O Abdominal Thrusts
O ChestCompression
Other: Data Unavailable

After {checkallthat apply):
I None

(I Forceps

(] Back Blows

(1 Abdominal Thrusts

U Chest Compression

X Other: Data Unavailable

[J Sitting U Lyingdown
Data Unavailable

[ Standing

O Conscious [0 Unconscious X Data Unavailable

# of Cycles Cycles # of PullsPulls. X Data Unavailable

6. Anti-chokingTreatmentwith |Patient Position:
Dechoker Device
Fatient Status:
# of Attempts:
Administered By:

O patient
K Not Patient, Data Unavailable for number of
administrators

7. Anti-choking Treatment
Qutcome:

Dechoker device removed FBAQ! without a problem after use

(1 Dechoker device removed FBAO! but with problems after use

L1 Dechoker device did not remove FBAQ* and no problems after use
] Dechokerdevice did not remove FBAQ! but with problems afteruse

1. Foreign Body Airway Obstruction (FBAO)

Source Document Version: 1.0 (November 5, 2018) FINAL

Pagelof 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
No details provided

Any problems after the use of Dechoker device? [1 No [ Yes, describe below. [ Dataunavailable
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? (] No [ Yes, describe below.
Describe the feedback here

b. English Translation Version:
No details provided.

Any problems after the use of Dechoker device? []1 No [] Yes, describe below. & Data Unavailable
Describe the problem, start date, end date, and preblem status {resolved/unresclved) here

Any Dechoker device usagefeedback? [ No [ Yes, describe below.
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook f‘@ M idg I 7/ Of / 20(9

Source Document Version: 1.0 (November 5, 2018) FINAL Page 2 of 2



DECHOKERUSE REPORT

1. Date of incident (DD-MMM-YYYY) | 24-SEP-2017

2. Patient’s Demography Sex: X Female L Male
Age (years): a0
Place of Event:  Care Home

Pamplona, Navarra, Spain

3. Primary Diagnosis

Severe Dementia

4. Choking Cause Food
5. Anti-choking Treatments Before (checkall that apply): After (checkall that apply):
Prior/After Use of Dechoker
. O None O None
Device
L] Back Blows L] Forceps
O Abdominal Thrusts (] Back Blows
L] Chest Compression U] Abdominal Thrusts
Other: Data Unavailable 3 ChestCompression
X Other: Data Unavailable
6. Anti-chokingTreatmentwith | Patient Position: [ Sitting [ lyingdown [ Standing
Dechoker Device Data Unavailable
Patient Status: [ Conscious [ Unconscious [X Data Unavailable
# of Attempts: 4 of Cycles Cycles #of Pulls Pulls, I Data Unavailable
Administered By: [ Patient

administrators

X Not Patient, Data Unavailable fornumberof

7. Anti-choking Treatment
Outcome:

& Dechokerdevice removed FBAQ® without a problem after use

U] Dechokerdevice removed FBAQ* but with problems after use

01 Dechokerdevice did not remove FBAO® and no problems after use
O Dechokerdevice did not remove FBAO? but with problems after use

1. Foreign Body Airway Obstruction {FBAC)

- .. _____________ OO0 O

Source Document Version: 1.0 {(November 5, 2018) FINAL Page 1 of 2
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:

El 11 de septiembre,unamujerde 71afios con demencialeve, yel 24de ese mismo mes, otra ancianade 90 con
demenciaavanzada, se “salvaron” gracias a un nuevo dispositivo denominado Dechoker.

Publishedinthe “Navarra Diary”.

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresclved) here

Any Dechoker device usagefeedback? XI No [J Yes, describe below
Describe the feedback here

b. English Translation Version:
On September11, a 71-year-old woman with mild dementia {See subject 02-02), and on the 24th of that same

month, anotherelderly woman of 90with advanced dementia, was "saved" thanks toanew device called
Dechoker

Any problems after the use of Dechoker device? (X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook .
Ml 07/01 /2009
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DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | 11-SEP-2017

2. Patient’s Demography Sex: Female [ Male
Age (years): 71

Place of Event:  Care Home
Pamplona, Navarra, Spain

3. Primary Diagnosis Mild Dementia
4. ChokingCause Food
5. Anti-choking Treatments Before (checkallthat apply): After (checkall that apply):
Prior/After Use of Dechoker
. O None O None
Device
O Back Biows O Forceps
O Abdominal Thrusts I Back Blows
[ ChestCompression O Abdominal Thrusts
X Other: Data Unavailable 1 Chest Compression

Other: Data Unavailable

6. Anti-choking Treatmentwith |Patient Position: [ Sitting [ lyingdown [ Standing
Dechoker Device Data Unavailable

Patient Status: [ Conscious [ Unconscious Data Unavailable

# of Attempts:  # of Cycles Cycles # of Pulls Pulls. X DataUnavailable

Administered By: [ Patient

Not Patient, Data unavailable for number of
administrators

7. Anti-choking Treatment Dechokerdevice removed FBAO* without a problem after use
Outcome: [ Dechokerdevice removed FBAO® but with problems after use

O Dechoker device did not remove FBAQ*! and no problems afteruse
O Dechokerdevice did not remove FBAO! but with problems after use

1. Foreign Body Airway Obstruction (FBAO)

#
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DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:

El 11 de septiembre, una mujerde 71afios con demencialeve, yel 24 de ese mismomes, otra ancianade 90 con
demenciaavanzada, se “salvaron” gracias a un nuevo dispositivo denominado Dechoker.

Published in the “Navarra Diary”.

Any problems after the use of Dechoker device? X No T Yes, describe below
Describe the problem, start date, end date, and problem status {resolved/unresolved) here

Any Dechoker device usagefeedback? [ No [ Yes, describe below
Describe the feedhack here

b. English Translation Version:
On September 11, a 71-year-old woman with mild dementia, and on the 24th of that same month, another

elderlywoman of 90 {See subject 02-03) withadvanced dementia, was "saved" thanksto a new device calied
Dechoker.

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, startdate, end date, and problem status {resolved/unrescived) here

Any Dechoker device usage feedback? X No [ Yes, describe below
Describe the feedback here

Principal Investigator's Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook
r. Randall Snoo ’_@.\AMW\——’ 07/0,‘/%(?
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DECHOKERUSE REPORT

1. Date of Incident (DD-MMM-YYYY) | UNK-UNK-2017
2. Patient’s Demography Sex: Female ] Male
Age (years): Data Unavailable
Place of Event:  Care Home
(NGO Association of Persons with Physical Disabilities)
Gerona, Gerona, Spain
3. Primary Diagnosis Data Unavailable
4. Choking Cause Food
5. Anti-chokingTreatments Before (checkallthat apply): After {checkallthat apply):
Prior/After Use of Dechoker -
. None & None
Device
(1 Back Blows U] Forceps
[J Abdominal Thrusts (1 Back Blows
[J Chest Compression O Abdominal Thrusts
[ Other: Specify Other [ Chest Compression
(] Other: Specify Other
6. Anti-choking Treatmentwith |Patient Position: [ Sitting [ Lyingdown [ Standing
Dechoker Device B Data Unavailable
Patient Status: O Conscious [ Unconscious Data Unavailable
# of Attempts:  # of CyclesCycles # of Pulls Pulls. [XI Data Unavailable
Administered By: [ Patient
Not Patient, Data unavailable for numberof
administrators
7. Anti-choking Treatment Dechoker device removed FBAO! without a problem afteruse
Outcome: O Dechokerdevice removed FBAO! but with problems afteruse
O Dechokerdevice did not remove FBAQ? and no problems afteruse
O Dechokerdevice did not remove FBAQ? but with probiems afteruse
1. Foreign Body Airway Obstruction (FBAO)
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Because every second counts.

DECHOKERUSE REPORT

8. Choking Event Details:

a. Original Version:
Las cuidadoras de una Residencia en Girona hicieron uso del dispositivo antiatragantamiento Dechoker para
salvarla vidade una paciente que se encontraba en estado ciandtico tras atragantarse durante la comida. A los
pocos minutos aparecié enel lugaruna unidad medicalizada del Sistema de Emergencias Médicas que valoréa
la usuariay dadoel estado que presentaba, se le dioel altain situ.

Any problems after the use of Dechoker device? X No [ Yes, describe below
Describe the problem, start date, end date, and problem status (resolved/unresolved) here

Any Dechoker device usage feedback? XX No [] Yes, describe below
Describe the feedback here

b. English Translation Version:
The caregivers of a Residence in Girona made use of the Dechoker anti-trapping device to save the life of a
patient whowasin a cyanoticstate after choking during a meal. Afew minuteslater, a medicalized unit of the
Medical Emergency System appeared on the site, assessing the client and, given the condition she presented,
she was discharged in situ.

Any problems after the use of Dechoker device? ] No [ Yes, describe below
Describe the probiem, start date, end date, and probiem status {resolved/unresolved) here

Any Dechoker device usage feedback? XI No [ Yes, describe below
Describe the feedback here

Principal Investigator’s Signature Statement:

| have reviewed this CRF and confirm that, to the best of my knowledge, it accurately reflects
the study information obtained for this participant per protocol requirements.

Principal Investigator Signature Data Signed
Name {DD/MON/YYYY)

Dr. Randall Snook KDWU/L—— (Qq/o (/20/‘?
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