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***Confidential***

 

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020 11:24:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jessica
Mendoza
(pfe.jmendoza)

Data Entry:
Nov/5/2020

Initial Entry

09
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ae
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-05-2020 11:24:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-05-2020 11:24:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-05-2020 12:08:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-05-2020 11:24:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-05-2020 11:24:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jessica
Mendoza
(pfe.jmendoza)

Data Entry:
YES

Date of Collection:

Nov/5/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-05-2020 12:08:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Sample ID: BHXNMR

Initial Entry

09
01

77
e1

96
ae

40
04
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al

 O
n:
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***Confidential***

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

5.a Sample ID

Date Location User Value Reason

Nov-05-2020 12:08:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
BHXNMR

Initial Entry

5.b

Date Location User Value Reason

Nov-05-2020 12:09:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Sample ID: BJ6SSC

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-05-2020 12:09:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
BJ6SSC

Initial Entry

5.c

Date Location User Value Reason

Nov-05-2020 12:09:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Sample ID: BJ6SXN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-05-2020 12:09:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
BJ6SXN

Initial Entry

09
01

77
e1

96
ae

40
04
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\F
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al
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n:
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***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021 04:34:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Pankaj Bhoir
(pfe.bhoirp02)

Query 1: Closed Details are entered
on ELECTRONIC
SAMPLE
TRACKING -
NASAL SWAB
SELF form.

Feb-16-2021 01:07:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Candidate PDQ RQ1: Thank
you for the
response, please
update the details
once available else
clarify.

Feb-12-2021 18:37:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered once sample
received the barcode
will be added

Feb-11-2021 07:05:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Opened PDQ: Per comment
on self swab "Site
shipping swab kit to
subject on
27JAN2021".
Kindly provide
swab details once
data available.

Feb-03-2021 23:27:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Candidate PDQ : As Per site
response -once
sample received the
barcode will be
added

Feb-03-2021 13:39:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered once sample
received the barcode
will be added

Feb-03-2021 02:07:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Kiran Potdar
(pfe.potdak02)

Query 1: Reissued:Opened PDQ: Per comment
on self swab "Site
shipping swab kit to
subject on

09
01

77
e1

96
ae

40
04

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

8 
(G

M
T)

FDA-CBER-2021-5683-0013687
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

27JAN2021".
Kindly provide
swab details once
data available.

Feb-01-2021 00:01:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Candidate PDQ : As Per site
response -once
sample received the
barcode will be
added

Jan-29-2021 16:31:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered once sample
received the barcode
will be added

Jan-27-2021 01:04:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Annam
Sireesha
(pfe.sireea)

Query 1: Opened PDQ: Per comment
on self swab "Site
shipping swab kit to
subject on
27JAN2021".
Kindly provide
swab details once
data available.

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Deleted Close Auto Query

Jan-26-2021 17:17:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Jan-26-2021 17:17:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Jan-26-2021 17:17:32 ACV0PFEINFP6000 Erin McLeod Data Entry: Initial Entry09
01

77
e1

96
ae

40
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\F
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al
\F

in
al
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(UTC-06:00) Central
Time (US & Canada)

(pfe.emcLeod) Jan/26/2021

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-26-2021 17:17:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry

09
01
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e1
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ae
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\F
in

al
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Jan/26/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Jan/22/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Mar-01-2021 15:40:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Date of Last Symptom Resolv
ed:

Jan/26/2021

New Information

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms: FEVER
Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00 ACV0PFEINFP6000 Erin McLeod Data Entry: Initial Entry09
01

77
e1

96
ae

40
04

\F
in

al
\F

in
al

 O
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(UTC-06:00) Central
Time (US & Canada)

(pfe.emcLeod) FEVER

4.a Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS OF
BREATH

Initial Entry

09
01

77
e1
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ae

40
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al
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Sympto
m Prese
nt:

NO

4.c Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms: CHILLS
Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4.e09
01
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptom
s:

NEW OR INCREA
SED MUSCLE PAI
N

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

09
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

4.f Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
04

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

8 
(G

M
T)

FDA-CBER-2021-5683-0013694



Page 149 of 181

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms: DIARRHE

A
Symptom Present
:

YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms: VOMITIN

G
Symptom Present
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

4.i Symptoms:

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Jan-26-2021 17:18:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Jan-26-2021 17:18:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Symptoms - Ot
her:

Nasal Congest
ion

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Jan-26-2021 17:18:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Nasal Congestion

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Jan-26-2021 17:19:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-26-2021 17:18:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-26-2021 17:18:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-02-2021 15:38:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jennifer
Riddle
(pfe riddlj)

Query 2: Closed Response satisfies
query

Mar-02-2021 10:05:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 2: Answered data entered is
correct, please note
the subject reported
COVID sx on
26JAN21 site
mailed swab kit on
27JAN21 and
subject completed
the swab 31JAN21.

Mar-01-2021 15:40:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened Date of Collection
is more than 4 days
after Date of Last
Symptom Resolved
on the Signs and
Symptoms form in
the same visit.
Please review and
update as
appropriate.09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Feb-03-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-03-2021 15:43:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 15:43:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna Gomez
(pfe rgomez1)

Data Entry:
YES

Date of Collection:

Jan/31/2021

New Information

Jan-26-2021 17:18:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-26-2021 17:18:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Site shipping swab kit to subject
on 27JAN2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
Sample ID: CV52422

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
CV52422

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-26-2021 17:19:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Jan-26-2021 17:19:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry: Initial Entry

Jan-26-2021 17:19:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-26-2021 17:19:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

Jan-26-2021 17:19:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry: Initial Entry

Jan-26-2021 17:19:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-26-2021 17:19:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

Jan-26-2021 17:19:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry: Initial Entry

Jan-26-2021 17:19:15 ACV0PFEINFP6000 Erin McLeod Data Entry: Initial Entry09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(UTC-06:00) Central
Time (US & Canada)

(pfe.emcLeod) Not Applicable

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-26-2021 17:19:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Subject to collect self swab at ho
me

Initial Entry

Jan-26-2021 17:19:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry: Initial Entry

Jan-26-2021 17:19:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1.a

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practitioner: SPECIA

LIST
Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practitio
ner:

EMERGEN
CY ROOM

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

YES
Number of Vis
its or Contact
s:

1

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.f

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Type of Practitioner: OTH

ER
Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-26-2021 17:19:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/26/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-26-2021 17:20:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Jan-26-2021 17:20:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Jan-26-2021 17:20:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
1

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/01/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-01-2021 15:43:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Mar/1/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-01-2021 15:43:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/01/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-01-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-01-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-01-2021 16:44:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-01-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-01-2021 15:43:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
YES

Date of Collection:

Mar/1/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-01-2021 16:44:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
Sample ID: BS888H

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/01/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

5.a Sample ID

Date Location User Value Reason

Mar-01-2021 16:44:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
BS888H

Initial Entry

5.b

Date Location User Value Reason

Mar-01-2021 16:45:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
Sample ID: BS8852

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-01-2021 16:45:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
BS8852

Initial Entry

5.c

Date Location User Value Reason

Mar-01-2021 16:45:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
Sample ID: BHPG24

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-01-2021 16:45:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Reyna
Gomez
(pfe.rgomez1)

Data Entry:
BHPG24

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Category:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
Left Supraclavicular Adenopathy

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
Oct/7/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-18-2020 08:35:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 2: Closed Response satisfies
query

Dec-17-2020 11:43:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Answered New Information

Dec-17-2020 11:43:13
(UTC-06:00) Central

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

New Information09
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Time (US & Canada) End Date Time:

Oct/8/2020 UNK:UNK

Dec-14-2020 05:46:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 2: Opened Clin: Please
confirm if this AE
is still ongoing

Nov-10-2020 03:38:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 1: Closed Response satisfies
query

Nov-09-2020 18:00:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered event is ongoing

Nov-09-2020 09:46:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please
confirm if this AE
is still ongoing

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-17-2020 11:49:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-17-2020 11:49:13
(UTC-06:00) Central

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
RECOVERED/RESOLVED

New Information
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Time (US & Canada)

Dec-17-2020 11:43:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened For AE Left
Supraclavicular
Adenopathy: Response
to "What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-16-2020 16:11:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Category:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-25-2020 17:45:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 1: Closed Response satisfies
query

Oct-25-2020 16:02:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-25-2020 16:02:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Left Arm injection site Pain

Transcription Error

Oct-19-2020 12:09:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 1: Opened GPDClin: Please
clarify if this was
injection site
pain/soreness. If
yes, please modify
the term
accordingly. If the
soreness was in the
arm beyond deltoid,
keep the current
term.

Oct-16-2020 16:35:08 ACV0PFEINFP6000 April Beech Data Entry: Initial Entry

09
01

77
e1

96
ae

40
04

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

8 
(G

M
T)

FDA-CBER-2021-5683-0013718



Page 173 of 181

***Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(UTC-06:00) Central
Time (US & Canada)

(pfe.abeech) Left Arm Pain

4. Start Date Time:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
Oct/7/2020 11:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-03-2021 11:45:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Katherine
Liau
(pfe.liaukf)

Query 1: Closed Response satisfies
query

Mar-03-2021 09:04:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-03-2021 09:04:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

End Date Time:

Oct/8/2020 UNK:UNK

Transcription Error

Mar-02-2021 06:45:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Katherine
Liau
(pfe.liaukf)

Query 1: Opened GPD CLIN: Please
confirm if the
subject's AE is still
ongoing; else
provide end date as
applicable.

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
1

Initial Entry
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

09
01

77
e1

96
ae

40
04

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

8 
(G

M
T)

FDA-CBER-2021-5683-0013720



Page 175 of 181

***Confidential***

Header Text: c4591001
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-08-2021 16:05:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-08-2021 16:05:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
RECOVERED/RESOLVED

New Information

Mar-03-2021 09:04:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened For AE Left Arm
injection site Pain:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-16-2020 16:35:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 April Beech
(pfe.abeech)

Data Entry:
NO

Initial Entry
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-05-2020 11:25:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jessica
Mendoza
(pfe.jmendoza)

Data Entry:
Nov/5/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-05-2020 11:25:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-05-2020 11:25:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jessica
Mendoza
(pfe.jmendoza)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-24-2020 15:01:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Dec/22/2020

Initial Entry
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-24-2020 15:05:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-24-2020 15:01:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Dec-24-2020 15:01:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Participant is willing to return fo
r Vaccination 3

Participant is:

eligible and NOT confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001
Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-24-2020 15:05:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Dec/22/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-24-2020 15:05:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001
Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-05-2020 11:25:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-25-2020 12:26:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-25-2020 12:16:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-05-2020 11:25:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Nov/5/2020

Initial Entry

Sep-25-2020 12:26:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry

Sep-25-2020 12:16:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281359 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-06-2020 15:16:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Click Here to Enable

Initial Entry
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