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Header Text: c4591001

Visit: COHORT SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. | Select appropriate response - 24 JUL 2020
Protocol version

2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
eCRF Audit Trail History
Informed Consent
1. | Consent Was: OBTAINED
Date Written Consent Obtained
Aug/13/2020
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Demography

1. [ Subject ID [10961017]

2. | Birth Date: (b) (6)/1956

3. | Sex: MALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. | Race: (Check X all that apply): WHITE

6. | Racial Designation:
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Header Text: c4591001

Visit: VI _DAY1 VAXI L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/13/2020
2. | Erroneous Visit
Page 4 0f 492

***Confidential ***

FDA-CBER-2021-5683-0007342




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
Page 5 0f 492
**+*Confidential ***

FDA-CBER-2021-5683-0007343




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/13/2020
Completion/Discontinuation/Death

2. | Phase of Disposition: SCREENING

3. | Status: COMPLETED

4. | Specify Status:

[]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Medical History Details

lLa Line/MH Number:

(1]

Disease/Syndrome/Surgery [sulfa allergy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1960
Ongoing: YES

Lb | [ ine/MH Number: 2]
Disease/Syndrome/Surgery [hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: YES

lLe Line/MH Number:

(3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[seasonal allegies]

Allergies:
Start Date: UNK/UNK/1975
Ongoing: YES
L.d || Line/MH Number: [4]
Disease/Syndrome/Surgery [appendectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

L.e || Line/MH Number:

(3]

Disease/Syndrome/Surgery [appendicitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003

Lf Line/MH Number:

(6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[Gastrointestinal perforation]

Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003

l.g || Line/MH Number:

(7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[SURGERY FOR SMALL VESSEL]

Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
L4 ine/MH Number: [8]
Disease/Syndrome/Surgery [hernia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2008
Ongoing: NO
End Date:
UNK/UNK/2009
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Li Line/MH Number:

(9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[hernia repair surgery]

Allergies:
Start Date: UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009

1] Line/MH Number:

[10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[right foot morton's]

Allergies:
Start Date: UNK/UNK/2012
Ongoing: NO
End Date:
UNK/UNK/2012

1k Line/MH Number:

[11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug

[torn meniscus in right knee]

Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
LI Line/MH Number: [12]
Disease/Syndrome/Surgery [Right Knee surgery]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

I'm |1 ine/MH Number:

[13]

Disease/Syndrome/Surgery [right tivia tear]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2009
Ongoing: NO
End Date:
UNK/UNK/2009
I {1 ine/MH Number: [14]
Disease/Syndrome/Surgery [vasectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/1990
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/13/2020

2. | Weight: [233.4]

3. | Unit: LB

4. | Height: [76.5]

5. | Unit: in

6. | Body Mass Index: [28.0]

Vital Signs Details

7a || Record Identifier: 1
Temperature: [97.0]
Unit: F
Temperature Location: ORAL CAVITY

***Confidential ***

Page 11 0f 492

FDA-CBER-2021-5683-0007349




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/13/2020
2. | Randomization Number: [228445]

3. | Randomization Group:

[]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || Sample ID [BP5DS6]
5b || Sample ID [BP5DS7]
3¢ || Sample ID [BP5SDSS]
5.d || Sample ID [BPRHW6]
5 || Sample ID [BPRHW7]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
> || Sample ID [BPSDRJ]
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/13/2020 17:57
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Sep/1/2020

2. | Erroneous Visit

***Confidential ***
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

20 Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2d Symptom:

CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2 Symptom:

DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.8 Symptom:

NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was

NO

present on the last day the
Subject Diary was completed?

completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
3. |Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
Sa Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5b Injection Site Reaction: SWELLING
Were injection site reactions NO

Injection Site Reaction:

PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

***Confidential ***
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/1/2020
Vital Signs Details
2 || Record Identifier: 1
Temperature: [97.5]
Unit: F
Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/1/2020
4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
> || Sample ID [BP96DD]
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION

4. | Dose Date Time:

Sep/1/2020 10:28

5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR

8. | Actual Dose:

[]

9. | Unit:

10. | Timeframe Subject Was Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Sep/29/2020

2. | Erroneous Visit
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

Symptom:

FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

20 Symptom:

FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2d Symptom:

CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

Symptom:

VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2 Symptom:

DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.8 Symptom:

NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was

NO

present on the last day the
Subject Diary was completed?

completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last day
the Subject Diary was
completed?
3. |Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
Sa Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5b Injection Site Reaction: SWELLING
Were injection site reactions NO

Injection Site Reaction:

PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

***Confidential ***
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Header Text: c4591001

Visit: V3_ MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/29/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54 || Sample ID [BNZNH2]
5b || Sample ID [BNVTLX]
3¢ || Sample ID [BNVTLY]
Page 26 of 492
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Feb/23/2021

2. | Erroneous Visit

***Confidential ***
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Header Text: c4591001

Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/23/2021
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || Sample ID [BNZNMH]
5b || Sample ID [BSH4KG]
3¢ || Sample ID [BSH4KH]
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Header Text: c4591001

Visit: V5 MONTHI2 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

***Confidential ***

Date of Visit
1. | Date of Visit //
2. | Erroneous Visit
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Header Text: c4591001

Visit: V5 MONTHI2 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

4. | If no sample was collected or [1]
sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

Page 30 of 492
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/23/2021
2. | Erroneous Visit ERRONEOUS VISIT

***Confidential ***
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Comments

eCRF Audit Trail History
Electronic Sample Tracking
1. | Data Origin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or Not Applicable Comments
sample was not collected
according to protocol, please []
provide reason:

Aliquot

Please enter barcode for each aliquot.

Sa || Sample ID

[]

5b Sample ID

[]

S Sample ID

[]
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Header Text: c4591001

on Oct/29/2020

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Visit: POT _COVID ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/29/2020
2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit: COVID_A

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Oct/29/2020
2. | Date of First Symptom Started: Oct/20/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/31/2020
Symptoms
4a Symptoms: FEVER
Was symptom present? NO
45 || Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4.f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.8 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h Symptoms: DIARRHEA
Was symptom present? NO
Page 34 0f 492
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Header Text: c4591001

on Oct/29/2020

Form Version: 10-Oct-2020 16:02
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

4 Symptoms:

VOMITING

Was symptom present?

NO

Symptoms - Other

Sa Symptoms - Other Text:

[nasal congestion]

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: MICROBIOLOGY SPECIMEN

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Date of Collect | Specimen T | Specimen Collection Loc | Assay Code and Descri | Device Ty
# . . . Form Instance
ion ype ation ption pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
Page 36 of 492
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Oct/29/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Form Comments
eCRF Audit Trail History
Microbiology Specimen
1. | Actual Date of Collection: Not Done Comments
/l
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
Page 37 of 492
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Oct/29/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/29/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Aliquot
Please enter barcode for each aliquot.
52 || Sample ID [CV11242]
Page 38 0f 492
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

on Oct/29/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type NASAL SWAB

3. | Sample Collected? NO

4. | If no sample was collected or [home swab was collected]

sample was not collected
according to protocol, please
provide reason:

Aliquot

Please enter barcode for each aliquot.

5. || Sample ID []
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Oct/29/2020

Form Version: 10-Oct-2020 15:59
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Health Care Utilization

lLa Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

Lb Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO

L. Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: | YES

Number of Visits or Contacts:

(1]

Ld Physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: | NO
Le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: | NO
Lf Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: | [ ]
Health Care Utilization
3. | Has the subject been hospitalized | NO
due to potential COVID-19
illness?
Page 40 of 492
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Header Text: c4591001

Site No: 1096
Subject No: 10961017

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:53

Generated By: pfe.levissc

Form: RESPIRATORY TREATMENT

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Treatment Identifi | Con Non-Drug Treatments Pre-speci | Treatmen | Treatmen | Start Dat
# Form Instance
er fied t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
Page 41 0f 492
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. | What is the treatment Identifier? Not Done Comments
[]

2. | Concomitant Non-drug Treatment | Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[]

5. | Start Date: Not Done Comments
//

6. | Ongoing? Not Done Comments

Page 42 of 492
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Header Text: c4591001

on Oct/29/2020

Form Version: 06-Jul-2020 21:52
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Illness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES

Respiratory Illness Diagnosis:
[upper respiratory tract infection]

Date of Diagnosis:
Oct/22/2020

3. | Toxicity Grade:

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form Instance
t: nt d e
1. | Not Done Not Done Not Done Not Done Repeating Pages
Page 44 of 492
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Oct/29/2020

Form Version: 17-Jul-2020 21:55
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. | Category of Clinical Event: Not Done Comments
2. | Subcategory of Clinical Event: Not Done Comments
3. | Was a diagnosis obtained? Not Done Comments
4. | Toxicity Grade: Not Done Comments
Page 45 of 492
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Header Text: c4591001
Visit: POT_COVID ILL 1

Form Version: 30-Jul-2020 21:27

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

4 Category for L | Vendor N | Collection | Specimen Lab Result Form Instanc
ab Test ame Date: Type e
1. | Not Done Not Done | Not Done Not Done Sponsor-Defined I Test: | Resuit: Repeating
dentifier ) ut Pages
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do [ Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
Not Done Not Do |Not Do
ne ne
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/29/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Form Comments
eCRF Audit Trail History
Lab Chemistry Details
1. | Lab Panel: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. [ Collection Date: Not Done Comments
/
4. | Specimen Type: Not Done Comments
Lab Result
52 || Sponsor ID: Not Done Comments
[]
Test: C Reactive Protein PX329
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 47 of 492
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5b

Sponsor ID: Not Done Comments
[]
Test: Alanine Aminotransferase PX30
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[
Unit
Sc Sponsor ID: Not Done Comments
[]
Test: Aspartate Aminotransferase PX28
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 48 of 492

***Confidential ***

FDA-CBER-2021-5683-0007386




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/29/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
S5d Sponsor ID: Not Done Comments
[]
Test: Alkaline Phosphatase PX35
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[
Unit
Se Sponsor ID: Not Done Comments
[]
Test: Bilirubin PX21
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Page 49 of 492
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.f

Sponsor ID: Not Done Comments
[]
Test: Blood Urea Nitrogen PX47
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
58 Sponsor ID: Not Done Comments
[]
Test: Creatinine PX48
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 30-Jul-2020 21:28
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Category for | Vendor Name (D | Collection | Specimen Form Instan
# 1 Lab Test ERIVED) Date: Type Lab Result ce
1. | Not Done Not Done Not Done | Not Done Sponsor-Defined Test: Result Repeating
Identifier ) : Pages
Not Done NotD |NotD
one one
Not Done Not D |NotD
one one
Not Done NotD |NotD
one one
Not Done NotD [NotD
one one
Not Done NotD |NotD
one one
Not Done NotD |Not D
one one
Not Done NotD |NotD
one one
Not Done NotD [NotD
one one
Not Done NotD |NotD
one one
Not Done NotD |Not D
one one
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. | Lab Panel: Not Done Comments
2. | Laboratory Name and Address Not Done Comments
[]
3. [ Collection Date: Not Done Comments
/
4. | Specimen Type: Not Done Comments
Lab Result
52 || Sponsor ID: Not Done Comments
[]
Test: Hemoglobin PX1
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
5b Sponsor ID: Not Done Comments
[]
Test: Hematocrit PX2
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[
Unit
Sc Sponsor ID: Not Done Comments
[]
Test: Erythrocytes PX3
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.d

Sponsor ID: Not Done Comments
[]
Test: Platelets PX5
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Se Sponsor ID: Not Done Comments
[]
Test: Leukocytes PX7
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

5.f

Sponsor ID: Not Done Comments
[]

Test: Neutrophils PX608

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit

58 Sponsor ID: Not Done Comments

[]

Test: Eosinophils_ PX609

Result: Not Done Comments
[]

Not Done: Not Done Comments

LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5h

Sponsor ID: Not Done Comments
[]
Test: Monocytes PX612
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
Sd Sponsor ID: Not Done Comments
[]
Test: Basophils_ PX610
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
54i Sponsor ID: Not Done Comments
[]
Test: Lymphocytes PX611
Result: Not Done Comments
[]
Not Done: Not Done Comments
LNMT Not Done Comments
Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 30-Jul-2020 21:27

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VITAL SIGNS - COVID

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance
1. [ Not Done Record Identifier: Systolic: Diastolic: Repeating Pages
Not Done Not Done Not Done
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID
on Oct/29/2020

Form Version: 30-Jul-2020 21:27
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

***Confidential ***

Vital Signs
1. | Date: Not Done Comments
/!
Vital Signs Details
2.a || Record Identifier: Not Done
1
Systolic: Not Done Comments
[]
Diastolic: Not Done Comments
[]
Respiratory Rate in Not Done Comments
respirations/minute:
[]
Heart Rate in beats/minute: Not Done Comments
[]
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 30-Jul-2020 21:28
Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

# Date: Vital Signs Details Form Instance
1. | Not Done Record Identifier: Oxygen Saturation Repeating Pages
Not Done Not Done
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs
1. | Date: Not Done Comments
/l

Vital Signs Details

2.2 || Record Identifier: Not Done
1

SPO2 Pulse Oximetry % Not Done Comments
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

# | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Done Not Done Not Done Repeating Pages
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Header Text: c4591001

on Oct/29/2020

Form Version: 06-Jul-2020 21:52
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. | Date Time of Assessment: Not Done Comments
/!
2. | Arterial Blood Gases PaO2 Not Done Comments
(mmHg):
[]
3. | FiO2 (Fraction of Inhaled Not Done Comments
Oxygen):
[]
Page 63 of 492
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Header Text: c4591001

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:55

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

4 Sponsor-Defined I | Category for Me | Concomitant Medications P | Name of Medi | Start D | Form Instanc
dentifier dication re-specified cation ate e
1. | Not Done Not Done Not Done Not Done Not Do Repeating
ne Pages
Page 64 of 492
***Confidential***

FDA-CBER-2021-5683-0007402




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Oct/29/2020
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
Form Comments
eCRF Audit Trail History
Concomitant Medications
1. | What is the medication identifier? | Not Done Comments
[]
2. | Category: Not Done Comments
3. | Concomitant Medications Not Done Comments
Pre-specified:
4. | Medication: Not Done Comments
Provide the complete generic drug | [ ]
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Start Date: Not Done Comments
/
6. | Ongoing? Not Done Comments
Page 65 of 492
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: IMAGING

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

# | Date of Assessment | Location of Assessment | Imaging Method | Overall Assessment | Form Instance
1. | Not Done Not Done Not Done Not Done Repeating Pages
Page 66 of 492
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Header Text: c4591001

on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. | Date of Assessment: Not Done Comments
/!

2. | Location of Assessment: Not Done Comments

3. | Type of Imaging Exam: Not Done Comments

4. | Assessment: Not Done Comments

***Confidential ***
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Header Text: c4591001

Visit: POT COVID CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT

Visit on Dec/07/2020

Form Version: 22-Apr-2020 21:04
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/7/2020
2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit: COVID Al

Page 68 of 492
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Dec/07/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/7/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:

Aliquot
Please enter barcode for each aliquot.
S || Sample ID [BSJ600]
5b || Sample ID [BSJ601]
3¢ || Sample ID [BR856]]
Page 69 of 492
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

Page 70 of 492
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Unplanned Assessments

1. | Assessments

***Confidential ***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/29/2020
Completion/Discontinuation/Death

2. | Phase of Disposition: VACCINATION

3. | Status: COMPLETED

4. | Specify Status: [1]

Page 72 of 492
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Disposition - Follow-Up

1.

Date of
Completion/Discontinuation/Death

/!

2. | Phase of Disposition:
3. | Status:
4. | Specify Status: [1]
Page 73 of 492
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Header Text: c4591001

Visit: POT_COVID REPEAT SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

Page 74 of 492
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Header Text: c4591001

Visit: POT_COVID _REPEAT SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

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

Aliquot

Please enter barcode for each aliquot.

5. || Sample ID []

Page 75 of 492
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

AE Iden | Adverse Even Is the Adverse Event St | Form Instanc
# Category . Start Date . .
tifier t ill Ongoing e
1. ADVERSEE |1 Head Injury Nov/29/2020 U | NO Repeating
VENT NK:UNK End Date Time: Pages
Dec/17/2020 UNK:U
NK
2. ADVERSEE |2 BROKEN SA |Nov/29/2020U | YES Repeating
VENT CRUM NK:UNK Pages
3. ADVERSEE |3 Fall Nov/29/2020 U | NO Repeating
VENT NK:UNK End Date Time: Pages
Nov/29/2020 UNK:U
NK
4. DELETED | ADVERSEE |4 Fall Related I | Nov/29/2020 U | YES Repeating
VENT njuries NK:UNK Pages
5.DELETED | ADVERSEE |5 Head Injury Nov/29/2020 U | YES Repeating
VENT NK:UNK Pages
6. DELETED | ADVERSEE |6 Broken Sacru | Nov/29/2020 U | YES Repeating
VENT m NK:UNK Pages
7. ADVERSEE |7 Neck Pain Nov/30/2020 U | YES Repeating
VENT NK:UNK Pages
8. ADVERSEE |8 Right Shoulde | Nov/30/2020 U | YES Repeating
VENT r Pain NK:UNK Pages
Page 76 of 492
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. | AEID: [1]
3. | Adverse Event: [Head Injury]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/29/2020 UNK:UNK
5. | Is the adverse event still ongoing? | NO
End Date Time:
Dec/17/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Is the adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ] ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
ex1s't e hosp1t2%hza.t1'0 n;.Pers1stf’:nt Did this serious event require or prolong hospitalization?
or significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may o . . . o o .
. . . : Did this serious event result in persistent or significant disability/incapacity?
jeopardize subject and may require
. L X NO
medical/surgical intervention to
prevent above outcomes).
Is this serious event life threatening?
NO
Other medically important serious event
NO
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
Page 77 of 492
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

9. | Is this event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Fall]

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication YES
given?

12. | Was a Non-Drug Treatment given? | NO

13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: [2020473499]

For Pfizer Use Only

Page 78 of 492
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [BROKEN SACRUM]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/29/2020 UNK:UNK
5. | Is the adverse event still ongoing? | YES
6. | Toxicity Grade: 2
7. | Is the adverse event serious? NO
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).
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Is this event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Fall]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
Page 79 of 492
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
Page 80 of 492
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Fall]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/29/2020 UNK:UNK
5. | Is the adverse event still ongoing? | NO
End Date Time:
Nov/29/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Is the adverse event serious? NO
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).
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Is this event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Fall at home]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

#*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]

3. | Adverse Event: [Eall Related Injuries|

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Now29/2020 TNK-TINK

5. | Is the adverse event still ongoing? | ¥ES

6. | Toxicity Grade: 2

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).

8. | Is this adverse event the result of a | NO
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 Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. | Is this event related to study RO RELATEDR
treatment: H NotRelatedtostudytreatment(s)this-eventis-dueto:
COMOCOMNUEANE MON DG PN
10. | Latest Action Taken with Study RO APDLICARLE
Treatment:
11. | Was a Concomitant Medication o
given?
12. | Was a Non-Drug Treatment given? | NO
13. | What was the outcome of this B e
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

#*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]

3. | Adverse Event: [Head Injury|

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Now29/2020 UNK-TINK

5. | Is the adverse event still ongoing? | ¥ES

6. | Toxicity Grade: 2

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).

8. | Is this adverse event the result of a | NO
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 Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. | Is this event related to study RO RELATEDR
treatment: et Relatedbomsbadstrentnreimth e e iinimdhre—tos
AR
[Eall]
10. | Latest Action Taken with Study MO APPLICARLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NGO
13. | What was the outcome of this NOT RECOVERED/NOT RESOLVED
adverse event?:
14. | Did the adverse event cause the o
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020473499]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

#*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]

3. | Adverse Event: [Broken-Sacrum|

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Now29/2020 TNK-TINK

5. | Is the adverse event still ongoing? | ¥ES

6. | Toxicity Grade: 2

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).

8. | Is this adverse event the result of a | NO
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 Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

9. | Is this event related to study RO RELATEDR
treatment: et Relatedbomsbadstrentnreimth e e iinimdhre—tos
AR
[fadl]
10. | Latest Action Taken with Study MO APPLICARLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was a Non-Drug Treatment given? | NGO
13. | What was the outcome of this NOT RECOVERED/NOT RESOLVED
adverse event?:
14. | Did the adverse event cause the o
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020473499]
For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [7]
3. | Adverse Event: [Neck Pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/30/2020 UNK:UNK
5. | Is the adverse event still ongoing? | YES
6. | Toxicity Grade: 2
7. | Is the adverse event serious? NO
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).
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Is this event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Fall]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

11. | Was a Concomitant Medication YES
given?
12. | Was a Non-Drug Treatment given? | NO

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

NOT RECOVERED/NOT RESOLVED

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
Page 90 of 492

***Confidential ***

FDA-CBER-2021-5683-0007428




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [8]
3. | Adverse Event: [Right Shoulder Pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/30/2020 UNK:UNK
5. | Is the adverse event still ongoing? | YES
6. | Toxicity Grade: 2
7. | Is the adverse event serious? NO
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).
8. | Is this adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. |Is this event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Fall]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

11. | Was a Concomitant Medication YES
given?
12. | Was a Non-Drug Treatment given? | NO

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

NOT RECOVERED/NOT RESOLVED

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: []
For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Catego | Medication E | Start Da | Is the medication error Still | Study Medication Errors
# . . Form Instance
ry rror te Ongoing Action
1. Repeating
Pages
Page 93 0f 492
***Confidential***

FDA-CBER-2021-5683-0007431




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Medication Error

1. | Category:

2. | Medication Error (Type of []
Medication Error):

3. | Start Date: /

4. | Is the medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was a Non-Drug Treatment given?

8. | Did the Medication Error cause the
subject to be discontinued from the
study?

9. | Was this medication error
associated with any adverse
events?

10. | Serious Adverse Event Number: []

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS
Form Version: 22-Apr-2020 21:03
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
4 Sponsor-Defined | Category for Me | Concomitant Medications | Name of Medica | Start Da | Form Instanc
Identifier dication Pre-specified tion te e
1. |1 VACCINATION |NO INFLUENZA V |Nov/30/2 | Repeating
S ACCINE 020 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What is the medication identifier?

[1]

2. | Category:

VACCINATIONS

3. | Concomitant Medications
Pre-specified:

NO

4. | Medication:

proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or

[INFLUENZA VACCINE]

5. | Date:

Nov/30/2020
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Header Text: c4591001
Visit: Logs

Site No: 1096
Subject No: 10961017

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

4 Sponsor-Defined | Category for Me | Concomitant Medications | Name of Med | Dose Descr | Form Instanc
Identifier dication Pre-specified ication iption e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Concomitant Medications

1. | What is the medication identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or

[]

formulation).
5. | Dose: []
6. | Dose Unit:

7. | Dose Frequency:

8. | Route:
9. | Start Date: //
10. | Ongoing?
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Header Text: c4591001
Visit: Logs

Site No: 1096
Subject No: 10961017

Form Version: 22-Apr-2020 21:02

Generated By: pfe.levissc

Form: RADIATION TREATMENT

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Categor | Treatment Identifi | Con Non-Drug Treatments Pre-specif | Treatmen | Start Dat
# . Form Instance
y er ied t e
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment Identifier? [

3. | Concomitant Non-drug Treatment
Pre-specified:

4. | Treatment: []

5. | Start Date: /!

6. | Ongoing?
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Visit: Logs

Site No: 1096

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 10961017
Generated By: pfe.levissc

Form: TRANSFUSIONS

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

/l
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Visit: Unplanned Vaccination - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:16

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Vital Signs

1.

Date:

/l

Vital Signs Details

2.

Record Identifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled ~ Form: VACCINATION
Form Version: 10-Dec-2020 02:26 Form Status: Not Started
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Vaccination
1. | Was there a temporary delay of
vaccination?
2. | Treatment Name []
3. | Formulation:
4. | Dose Date Time: /!
5. | Anatomical Location:
6. | Body Side:
7. | Route:
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed
11. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1
Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Contact Outcome

1. [ Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 16:01

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6
Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Contact Outcome

1. [ Contact Type:

2. | Was contact made?

3. | Comments: []
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: V201 _SURVEIL CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit

/l

2. | Erroneous Visit
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: V201 _SURVEIL CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

***Confidential ***
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Header Text: c4591001

Visit: V201 _SURVEIL CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: c4591001

Visit: V201 _SURVEIL CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Electronic Sample Tracking

1. | Data Origin

2. | Sample Type

3. | Sample Collected?

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID []
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date of Visit

1. | Date of Visit

/l

2. | Erroneous Visit
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Further Vaccination Confirmation

1. | Select appropriate response - Is
participant willing to return for
Vaccination 3?
Page 113 0f 492
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Queries, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/16/2021

2. | Primary Reason for Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

/!
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/29/2020
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Audit Trail

This form requires signing by a member of each of the following signature groups:

e CRF Sign
Name Signature Date Type Action
Meaning
Van Tran Approved Mar-09-2021 12:38:34 (UTC-06:00) Central | BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Form | Aug-13-2020 19:37:20 (UTC-06:00) Central | Yvette Davila Not Applicable

Time (US & Canada)

(pfe.ydavila)

Page 120 of 492

***Confidential ***

FDA-CBER-2021-5683-0007458




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Time (US & Canada)

Form [ Mar-01-2021 11:19:19 (UTC-06:00) Central Yvette Davila Not Applicable

(pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
V6_MONTH24 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- Comments

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
1 Mar-01-2021 11:19:19 (UTC-06:00) Central Yvette Davila Not Applicable
Time (US & Canada) (pfe.ydavila)
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Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V6_MONTH24 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

2 Mar-01-2021 11:19:19 (UTC-06:00) Central Yvette Davila Not Applicable
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: V6 MONTH24 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

3 Mar-01-2021 11:19:19 (UTC-06:00) Central Yvette Davila Not Applicable
Time (US & Canada) (pfe.ydavila)

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)
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Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V6_MONTH24 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

4 Mar-01-2021 11:19:19 (UTC-06:00) Central Yvette Davila Not Applicable
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Form | Nov-03-2020 10:03:57 (UTC-06:00) Central | Yvette Davila Not Done

Time (US & Canada)

(pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
1 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
Page 127 0of 492
**+*Confidential ***

FDA-CBER-2021-5683-0007465
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
2 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
3 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
Page 129 of 492
**+*Confidential ***

FDA-CBER-2021-5683-0007467
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
4 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
5 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

6 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
7 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

8 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:54
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
9 Nov-03-2020 10:03:57 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments

on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Form | Nov-03-2020 10:05:41 (UTC-06:00) Central | Yvette Davila Not Done

Time (US & Canada)

(pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
1 Nov-03-2020 10:05:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
2 Nov-03-2020 10:05:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
3 Nov-03-2020 10:05:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
4 Nov-03-2020 10:05:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096
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Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
2 Nov-03-2020 10:08:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:52
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

3 Nov-03-2020 10:08:41 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Time (US & Canada)

Form | Nov-03-2020 10:08:53 (UTC-06:00) Central | Yvette Davila Not Done

(pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
1 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
2 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

3 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)

Page 242 of 492

***Confidential ***

FDA-CBER-2021-5683-0007580




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Generated By: pfe.levissc

Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
4 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment

5 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
on Oct/29/2020 Comments

Form Version: 06-Jul-2020 21:55
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
6 Nov-03-2020 10:08:53 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - Comments

on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date

User Comment

Form [ Nov-03-2020 10:09:32 (UTC-06:00) Central | Yvette Davila Not Done

Time (US & Canada)

(pfe.ydavila)
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Generated By: pfe.levissc

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
1 Nov-03-2020 10:09:32 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
2 Nov-03-2020 10:09:32 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Generated By: pfe.levissc

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form
Item | Date User Comment
3 Nov-03-2020 10:09:32 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - Comments
on Oct/29/2020

Form Version: 06-Jul-2020 21:53
Site No: 1096

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Item | Date User Comment
4 Nov-03-2020 10:09:32 (UTC-06:00) Central Yvette Davila Not Done
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

This form requires signing by a member of each of the following signature groups:

e CRF Sign
Name Signature Date Type Action
Meaning
Van Tran Approved Mar-09-2021 12:38:34 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Gabriela N/A Feb-23-2021 16:38:02 (UTC-06:00) Central Edit - All

Obeidat Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Van Tran Approved Feb-22-2021 14:22:24 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Gabriela N/A Nov-30-2020 15:53:13 (UTC-06:00) Central Edit - All

Obeidat Time (US & Canada) signatures
invalidated

Affidavit:

N/A
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Van Tran Approved Nov-04-2020 09:28:37 (UTC-06:00) Central | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Yvette Davila N/A Nov-03-2020 10:01:59 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Van Tran Approved Oct-13-2020 19:21:06 (UTC-06:00) Central BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Yvette Davila N/A Sep-29-2020 18:38:37 (UTC-06:00) Central Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Van Tran Approved Sep-16-2020 14:25:30 (UTC-06:00) Central BOOK Signed
Time (US & Canada)
Page 252 of 492
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Header Text: c4591001

Form Version: 22-Apr-2020 21:04
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Affidavit:

By my dated signature below, I, VanTran, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-13-2020 19:35:07 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 24 JUL 2020

Time (US & Canada) (pfe.ydavila)

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason
Aug-13-2020 19:35:07 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila STAGE 3 COHORTS
Time (US & Canada) (pfe.ydavila)
Page 254 of 492
*#*Confidential ***

FDA-CBER-2021-5683-0007592




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Consent Was:

Date Location User Value Reason
Aug-13-2020 19:35:17 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila OBTAINED

Time (US & Canada)

(pfe.ydavila) | Date Written Consent Obtained

Aug/13/2020

***Confidential ***
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Back to Form

1. Subject ID
Date Location User Value Reason
Aug-13-2020 19:35:00 ACVOPFEINFP6000 |auto calc |Data Entry: Item copied from
(UTC-06:00) Central (autocalc) [ 10961017 previous form
Time (US & Canada)
2. Birth Date:
Date Location User Value Reason
Aug-13-2020 18:39:05 ACVOPFEINFP6000 | auto calc |Data Entry: Enrollment Entry
(UTC-06:00) Central (autocalc) |(0)(6)/1956
Time (US & Canada)
3. Sex:
Date Location User Value Reason
Aug-13-2020 19:35:46 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila MALE
Time (US & Canada) (pfe.ydavila)
4. Ethnicity:
Date Location User Value Reason
Aug-13-2020 19:35:46 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NOT HISPANIC OR LATINO(
Time (US & Canada) (pfe.ydavila) [ A) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date Location User Value Reason
Aug-13-2020 19:35:46 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila WHITE
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: VI _DAY1 VAXI L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-13-2020 19:36:45 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Aug/13/2020

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-13-2020 19:37:36 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Aug/13/2020
Time (US & Canada) (pfe.ydavila)
2. Phase of Disposition:
Date Location User Value Reason
Aug-13-2020 19:37:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date Location User Value Reason
Aug-13-2020 19:37:36 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila COMPLETED
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

la
Date Location User Value Reason
Aug-13-2020 19:38:33 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 1
Time (US & Canada) r:

Medical History T sulfa allergy

erm:

Start Date: UNK/UNK/1

960

Ongoing: YES
1.a Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:38:33 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocale) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:38:33 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila sulfa allergy
Time (US & Canada) (pfe.ydavila)
1.a Start Date:
Date Location User Value Reason
Aug-13-2020 19:38:33 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/1960
Time (US & Canada) (pfe.ydavila)
1.a Ongoing:
Date Location User Value Reason
Aug-13-2020 19:38:33 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form Status: Data Complete, Locked, Frozen, Verified

1b
Date Location User Value Reason
Aug-13-2020 19:38:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 2
Time (US & Canada) r:

Medical History T hyperlipidem

erm: ia

Start Date: UNK/UNK/2

008

Ongoing: YES
1.b Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:38:51 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocale) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:38:51 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila hyperlipidemia
Time (US & Canada) (pfe.ydavila)
1.b Start Date:
Date Location User Value Reason
Aug-13-2020 19:38:51 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2008
Time (US & Canada) (pfe.ydavila)
1.b Ongoing:
Date Location User Value Reason
Aug-13-2020 19:38:51 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila)
lc
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason
Aug-13-2020 19:42:00 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numbe 3
Time (US & Canada) r:

Medical History T seasonal alle

erm: gies

Start Date: UNK/UNK/1

975
Ongoing: YES
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Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020 19:42:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc)

Time (US & Canada)

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Clo | Discrepancy

07:42:31 Oracle sed has been

(UTC-06:00) (pfe.PFETMS) closed.

Central Time

(US & Canada)

Aug-13-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Ope | Clarify

20:59:51 Oracle ned SEASONAL

(UTC-06:00) (pfe.PFETMS) ALLEGIES as

Central Time follows...If

(US & Canada) reporting
SEASONAL
ALLERGIES
edit as such,
otherwise
clarify the term
further. Thank
you.

Aug-13-2020 ACVOPFEINFP6000 Yvette Davila | Data Entry: | Initial Entry

19:42:00 (pfe.ydavila) | seasonal alle

(UTC-06:00) gies

Central Time

(US & Canada)

1.c Start Date:

Date Location User Value Reason

Aug-13-2020 19:42:00 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry

(UTC-06:00) Central Davila UNK/UNK/1975

Time (US & Canada) (pfe.ydavila)

1.c Ongoing:
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

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

Date Location User Value Reason
Aug-13-2020 19:42:00 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES

Time (US & Canada) (pfe.ydavila)

1d

Date Location User Value Reason
Aug-13-2020 19:42:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(autocalc) | Line/MH Numb 4
er:

Medical History appendectomy

Term:
Start Date: UNK/UNK/20
03
Ongoing: NO
End Date:
UNK/UNK/
2003
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Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.d Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:42:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:42:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila appendectomy
Time (US & Canada) (pfe.ydavila)
1.d Start Date:
Date Location User Value Reason
Aug-13-2020 19:42:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2003
Time (US & Canada) (pfe.ydavila)
1.d Ongoing:
Date Location User Value Reason
Aug-13-2020 19:42:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2003

le
Date Location User Value Reason
Aug-13-2020 19:43:08 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 5
Time (US & Canada) er:

Medical History appendicitis

Term:

Start Date: UNK/UNK/20

03
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Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Ongoing: NO
End Date:
UNK/UNK/
2003
1.e Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:43:08 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:43:08 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila appendicitis
Time (US & Canada) (pfe.ydavila)
1.e Start Date:
Date Location User Value Reason
Aug-13-2020 19:43:08 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2003
Time (US & Canada) (pfe.ydavila)
1.e Ongoing:
Date Location User Value Reason
Aug-13-2020 19:43:08 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2003
1.f
Date Location User Value Reason
Aug-19-2020 08:48:19 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat Line/MHN 6
Time (US & Canada) (pfe.gobeidat)
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

umber:
Medical His Gastrointestinal
tory Term: perforation
Start Date: UNK/UNK/200
3
Ongoing: NO
End Date:

UNK/UNK/
2003

Aug-18-2020 09:32:08 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

Lizatte
Martinez
(pfe.lmartinezl)

Data Entry:
Line/MH Nu 6
mber:
Medical Histo blood vessel t
ry Term: ear
Start Date: UNK/UNK/2
003
Ongoing: NO
End Date:

UNK/UN
K/2003

Changed
Information

Aug-13-2020 19:43:39 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

auto calc
(autocalc)

Data Entry:
Line/MHN 6
umber:

Medical His vessel torn in s
tory Term: mall intestine
Start Date: UNK/UNK/200
3
Ongoing: NO
End Date:

UNK/UNK/
2003

Initial Entry
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Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.f Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:43:39 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |6

Time (US & Canada)

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-24-2020 17:05:38
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Samuel Dychter | Query 1: Closed
(pfe.dychts)

Response satisfies
query

Aug-19-2020 08:48:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Answered

New Information

Aug-19-2020 08:48:19
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Gabriela Data Entry:
Obeidat Gastrointestinal perforation
(pfe.gobeidat)

New Information

Aug-18-2020 11:24:48
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Samuel Dychter | Query 1: Reissued:Opened
(pfe.dychts)

GPD MM: The
term was fine as
torn vessel in the
small intestine and
should be returned
as such in medical
history. The query
was what was the
etiology? Was it
secondary to the
appendicitis? It's
best to consolidate
terms to one major
event.

Aug-18-2020 09:32:08 [ ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-06:00) Central (autoquery) Information
Time (US & Canada)

Aug-18-2020 09:32:08 | ACVOPFEINFP6000 [ Lizatte Data Entry: Changed
(UTC-06:00) Central Martinez blood vessel tear Information

Time (US & Canada)

(pfe.Imartinez1)
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Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time

(GMT): 29-Mar-2021 10:39

Aug-17-2020 16:02:40 | ACVOPFEINFP6000 | Samuel Dychter | Query 1: Opened GPD MM: Please
(UTC-06:00) Central (pfe.dychts) clarify the etiology
Time (US & Canada) of the torn vessel in
the small intestine.

Aug-13-2020 19:43:39 | ACVOPFEINFP6000 | Yvette Davila Data Entry: Initial Entry
(UTC-06:00) Central (pfe.ydavila) vessel torn in small intestine
Time (US & Canada)
1.f Start Date:
Date Location User Value Reason
Aug-13-2020 19:43:39 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2003
Time (US & Canada) (pfe.ydavila)
1.f Ongoing:
Date Location User Value Reason
Aug-13-2020 19:43:39 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:

UNK/UNK/2003
19
Date Location User Value Reason
Aug-20-2020 14:17:04 [ ACVOPFEINFP6000 | Lizatte Data Entry: Changed
(UTC-06:00) Central Martinez Line/MH 7 Information
Time (US & Canada) (pfe.lmartinezl) | Number:

Medical H SURGERY FOR

istory Ter SMALL VESSE

m: L

Start Date UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/20
03
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Header Text: c4591001

Site No: 1096

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site Name: (1096) Ventavia Research Group

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

***Confidential ***

Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Aug-13-2020 19:44:16 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MHN 7
Time (US & Canada) umber:
Medical His surgery for sma
tory Term: 1l vessel tear
Start Date: UNK/UNK/200
3
Ongoing: NO
End Date:
UNK/UNK/
2003
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Header Text: c4591001

Visit: VI DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

1.g Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:44:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |7

Time (US & Canada)

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value |Reason
Aug-21-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy
19:07:39 (pfe. PFETMS) 1: Clo |has been
(UTC-06:00) sed closed.
Central Time
(US &
Canada)
Aug-20-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query |Changed
14:17:04 1: Ans | Information
(UTC-06:00) wered
Central Time
(US &
Canada)
Aug-20-2020 | ACVOPFEINFP6000 Lizatte Martinez Data | Changed
14:17:04 (pfe.lmartinez1) Entry |Information
(UTC-06:00) :
Central Time SURG
(US & ERY
Canada) FOR
SMA
LLV
ESSE
L
Aug-20-2020 [ ACVOPFEINFP6000 Jeffrey Signora Query | Thank you for
08:08:10 TMSQUERY 1: Rei |confirming;
(UTC-06:00) (pfe.signojO1_tmsquery) | ssued: | however, this
Central Time Opene | term
US & d SURGERY
Canada) FOR SMALL
VESSEL
TEAR still
needs to be
updated to
Page 270 of 492
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

SURGERY
FOR SMALL
VESSEL.
Please
reference
original query.

Aug-18-2020 | ACVOPFEINFP6000 Lizatte Martinez Query | this was

09:31:43 (pfe.Imartinez1) 1: Ans | previously

(UTC-06:00) wered | completed-refer

Central Time to med hx field

(US & 1f

Canada)

Aug-13-2020 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Multiple

23:37:51 (pfe. PEETMYS) 1: Ope | concepts in the

(UTC-06:00) ned term

Central Time SURGERY

(US & FOR SMALL

Canada) VESSEL
TEAR. Split
the term into
SURGERY
FOR SMALL
VESSEL and
SMALL
VESSEL
TEAR and
submit
separately.
Thank you.
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Time (US & Canada)

Date Location User Value Reason
Aug-13-2020 19:44:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila surgery for small vessel tear

Time (US & Canada) (pfe.ydavila)

1.g Start Date:

Date Location User Value Reason
Aug-13-2020 19:44:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2003

Time (US & Canada) (pfe.ydavila)

1.9 Ongoing:

Date Location User Value Reason
Aug-13-2020 19:44:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO

(pfe.ydavila) | End Date:

UNK/UNK/2003
1h
Date Location User Value Reason
Aug-13-2020 19:44:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 8
Time (US & Canada) er:
Medical History hernia
Term:
Start Date: UNK/UNK/20
08
Ongoing: NO
End Date:
UNK/UNK/
2009
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Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.h Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:44:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:44:50 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila hernia
Time (US & Canada) (pfe.ydavila)
1.h Start Date:
Date Location User Value Reason
Aug-13-2020 19:44:50 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2008
Time (US & Canada) (pfe.ydavila)
1.h Ongoing:
Date Location User Value Reason
Aug-13-2020 19:44:50 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2009

Li
Date Location User Value Reason
Aug-13-2020 19:45:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 9
Time (US & Canada) er:

Medical History hernia repair su

Term: rgery

Start Date: UNK/UNK/20

09
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Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Ongoing: NO
End Date:
UNK/UNK/
2009
1.i Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:45:18 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:45:18 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila hernia repair surgery
Time (US & Canada) (pfe.ydavila)
1.i Start Date:
Date Location User Value Reason
Aug-13-2020 19:45:18 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2009
Time (US & Canada) (pfe.ydavila)
1.i Ongoing:
Date Location User Value Reason
Aug-13-2020 19:45:18 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2009
1j
Date Location User Value Reason
Aug-13-2020 19:46:00 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 10
Time (US & Canada)
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Site No: 1096
Subject No: 10961017

Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

er:
Medical History right foot mort

Term: on's
Start Date: UNK/UNK/20
12
Ongoing: NO
End Date:
UNK/UNK/
2012
1.j Line/MH Number:
Date Location User Value Reason
Aug-13-2020 19:46:00 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:46:00 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila right foot morton's
Time (US & Canada) (pfe.ydavila)
1.j Start Date:
Date Location User Value Reason
Aug-13-2020 19:46:00 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2012
Time (US & Canada) (pfe.ydavila)
1.j Ongoing:
Date Location User Value Reason
Aug-13-2020 19:46:00 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2012
1k
Page 275 of 492
*#*Confidential ***

FDA-CBER-2021-5683-0007613




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason
Aug-13-2020 19:47:00 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry

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

(autocalc) | Line/MH Nu 11
mber:

Medical Histo torn meniscus in
ry Term: right knee
Start Date:  UNK/UNK/2015
Ongoing: NO

End Date:

UNK/UNK/20
15
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

1.k Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:47:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 19:47:00 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila torn meniscus in right knee
Time (US & Canada) (pfe.ydavila)
1.k Start Date:
Date Location User Value Reason
Aug-13-2020 19:47:00 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2015
Time (US & Canada) (pfe.ydavila)
1.k Ongoing:
Date Location User Value Reason
Aug-13-2020 19:47:00 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:

UNK/UNK/2015
11
Date Location User Value Reason
Aug-19-2020 08:43:56 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat Line/MH Num 12
Time (US & Canada) (pfe.gobeidat) | per:

Medical Histor Right Knee su

y Term: rgery
Start Date: UNK/UNK/2
015
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Ongoing: NO
End Date:
UNK/UN
K/2015
Aug-18-2020 22:04:55 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat Line/MH Nu 12
Time (US & Canada) (pfe.gobeidat) | mber:
Medical Hist torn meniscus r
ory Term: ight knee
Start Date: UNK/UNK/20
15
Ongoing: NO
End Date:
UNK/UNK/
2015
Aug-13-2020 19:47:52 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) Line/MH 12
Time (US & Canada) Number:
Medical Hi right knee surgery
story Term for torn meniscus
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/20
15
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form Status: Data Complete, Locked, Frozen, Verified

1.1 Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:47:52 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-20-2020 [ ACVOPFEINFP6000 Jeffrey Signora Query 1 [ Response
08:45:40 TMSQUERY : Closed | satisfies
(UTC-06:00) (pfe.signojO1_tmsquery) query
Central Time
(US &
Canada)
Aug-19-2020 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 | Discrepancy
13:48:14 (pfe.PFETMS) : Closed | has been
(UTC-06:00) closed.
Central Time
(US &
Canada)
Aug-19-2020 [ ACVOPFEINFP6000 auto query (autoquery) | Query 2 [ New
08:43:56 : Answe | Information
(UTC-06:00) red
Central Time
(US &
Canada)
Aug-19-2020 | ACVOPFEINFP6000 Gabriela Obeidat DataE | New
08:43:56 (pfe.gobeidat) ntry: Information
(UTC-06:00) Right K
Central Time nee sur
(US & gery
Canada)
Aug-19-2020 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 [ Spacing:
06:28:11 (pfe. PFETMYS) : Opene | Verbatim
(UTC-06:00) d Term
Central Time contains
(US & leading,
Canada) trailing or
more than
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

one
consecutive
space.

Aug-18-2020 [ ACVOPFEINFP6000 auto query (autoquery) | Query 1 | New

22:04:55 : Answe | Information

(UTC-06:00) red

Central Time

US &

Canada)

Aug-18-2020 | ACVOPFEINFP6000 Gabriela Obeidat DataE | New

22:04:55 (pfe.gobeidat) ntry: Information

(UTC-06:00) torn me

Central Time niscus r

(US & ight kne

Canada) e

Aug-13-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 1 | Multiple

20:59:54 (pfe.PFETMS) : Opene | concepts.

(UTC-06:00) d Split the term

Central Time RIGHT

(US & KNEE

Canada) SURGERY
FOR TORN
MENISCUS
into RIGHT
KNEE
SURGERY
and RIGHT
KNEE
TORN
MENISCUS.

Aug-13-2020 [ ACVOPFEINFP6000 Yvette Davila Data E | Initial Entry

19:47:52 (pfe.ydavila) ntry:

(UTC-06:00) right kn

Central Time ee surge

(US & ry for to

Canada) rn meni

scus
1.1 Start Date:
Date Location User Value Reason
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Aug-13-2020 19:47:52 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2015
Time (US & Canada) (pfe.ydavila)
1.1 Ongoing:
Date Location User Value Reason
Aug-13-2020 19:47:52 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2015

1Im
Date Location User Value Reason
Aug-13-2020 19:48:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 13
Time (US & Canada) er:

Medical History right tivia tear

Term:

Start Date: UNK/UNK/20

09
Ongoing: NO
End Date:
UNK/UNK/
2009
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.m Line/MH Number:

Date Location User Value Reason
Aug-13-2020 19:48:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |13

Time (US & Canada)

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason
Aug-13-2020 19:48:29 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila right tivia tear
Time (US & Canada) (pfe.ydavila)
1.m Start Date:
Date Location User Value Reason
Aug-13-2020 19:48:29 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/2009
Time (US & Canada) (pfe.ydavila)
1.m Ongoing:
Date Location User Value Reason
Aug-13-2020 19:48:29 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/2009

1n
Date Location User Value Reason
Aug-13-2020 20:00:14 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Line/MH Numb 14
Time (US & Canada) er:

Medical History vasectomy

Term:

Start Date: UNK/UNK/19

90
Page 282 0f 492
*#*Confidential ***

FDA-CBER-2021-5683-0007620
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Site No: 1096
Subject No: 10961017

Header Text: c4591001
Visit: VI_DAY1 VAXI L
Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Ongoing: NO
End Date:
UNK/UNK/
1990
1.n Line/MH Number:
Date Location User Value Reason
Aug-13-2020 20:00:14 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 20:00:14 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila vasectomy
Time (US & Canada) (pfe.ydavila)
1.n Start Date:
Date Location User Value Reason
Aug-13-2020 20:00:14 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila UNK/UNK/1990
Time (US & Canada) (pfe.ydavila)
1.n Ongoing:
Date Location User Value Reason
Aug-13-2020 20:00:14 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila) | End Date:
UNK/UNK/1990
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Aug/13/2020
Time (US & Canada) (pfe.ydavila)
2. Weight:
Date Location User Value Reason
Aug-13-2020 19:49:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 2334
Time (US & Canada) (pfe.ydavila)
3. Unit:
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila LB
Time (US & Canada) (pfe.ydavila)
4. Height:
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 76.5
Time (US & Canada) (pfe.ydavila)
5. Unit:
Date Location User Value Reason
Aug-13-2020 19:49:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila in
Time (US & Canada) (pfe.ydavila)
6. Body Mass Index:
Date Location | User | Value Reason
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Aug-13-2020 19:49:34 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |28.0
Time (US & Canada)
7.a
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-O600) Central Davila Record Identifier 1
Time (US & Canada) (pfe.ydavila) | ..

Temperature: 97.0

Temperature Uni F

t:

Temperature Loc ORAL CAV

ation:: ITY
7.a Record Identifier:
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 1
Time (US & Canada) (pfe.ydavila)
7.a Temperature:
Date Location User Value Reason
Aug-13-2020 19:49:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 97.0
Time (US & Canada) (pfe.ydavila)
7.a Unit:
Date Location User Value Reason
Aug-13-2020 19:49:34 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila F
Time (US & Canada) (pfe.ydavila)
7.a Temperature Location:
Date Location User Value Reason
Aug-13-2020 19:49:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

(UTC-06:00) Central Davila ORAL CAVITY
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Randomization Date :
Date Location User Value Reason
Aug-13-2020 19:49:44 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Aug/13/2020
Time (US & Canada) (pfe.ydavila)
2. Randomization Number:
Date Location User Value Reason
Aug-13-2020 19:50:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 228445
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-13-2020 19:50:42 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-13-2020 19:50:42 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-13-2020 19:51:08 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-13-2020 19:50:42 | ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected?'
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-13-2020 19:50:42 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Date of Collection:
Aug/13/2020
5.a
Date Location User Value Reason
Aug-13-2020 19:51:08 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BP5DS6
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.a Sample ID
Date Location User Value Reason
Aug-13-2020 19:51:08 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BP5DS6
Time (US & Canada) (pfe.ydavila)
5.b
Date Location User Value Reason
Aug-13-2020 19:51:24 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BP5DS7
Time (US & Canada) (pfe.ydavila)
5.b Sample ID
Date Location User Value Reason
Aug-13-2020 19:51:24 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BP5DS7
Time (US & Canada) (pfe.ydavila)
5.c
Date Location User Value Reason
Aug-13-2020 19:51:36 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BP5DSS8
Time (US & Canada) (pfe.ydavila)
5.c Sample ID
Date Location User Value Reason
Aug-13-2020 19:51:36 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BP5DSS
Time (US & Canada) (pfe.ydavila)
5.d
Date Location User Value Reason
Aug-13-2020 19:51:56 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BPRHW6
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI 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: 1096
Subject No: 10961017
Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

5.d Sample ID
Date Location User Value Reason
Aug-13-2020 19:51:56 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BPRHW6
Time (US & Canada) (pfe.ydavila)
5.e
Date Location User Value Reason
Aug-13-2020 19:52:05 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BPRHW7
Time (US & Canada) (pfe.ydavila)
5.e Sample ID
Date Location User Value Reason
Aug-13-2020 19:52:05 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BPRHW7
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-13-2020 19:52:19 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-13-2020 19:52:19 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-13-2020 19:52:42 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Aug-13-2020 19:52:19 | ACVOPFEINFP6000 |auto query | Query 1: Candidate '‘Sample Collected?'
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-13-2020 19:52:19 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Date of Collection:
Aug/13/2020
5.a
Date Location User Value Reason
Aug-13-2020 19:52:42 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BP5DRJ
Time (US & Canada) (pfe.ydavila)
Page 291 of 492
*#*Confidential ***

FDA-CBER-2021-5683-0007629
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.a Sample ID

Date Location User Value Reason
Aug-13-2020 19:52:42 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BP5DRIJ

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:04

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
2. Treatment Name
Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Aug/13/2020 17:57
Time (US & Canada) (pfe.ydavila)
5. Anatomical Location:
Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
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Header Text: c4591001
Visit: VI_DAY1 VAXI L

Form Version: 22-Apr-2020 21:04

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Aug-13-2020 19:53:36 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila LEFT

Time (US & Canada) (pfe.ydavila)

7. Route:

Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-13-2020 19:53:36 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date Location User Value Reason
Aug-13-2020 19:53:36 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason
Aug-13-2020 19:53:43 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES - REACTOGENICITY E-
Time (US & Canada) (pfe.ydavila) | DIARY COLLECTED FOR TH

IS SUBJECT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-01-2020 18:42:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Sep/1/2020

Time (US & Canada) (pfe.Imartinez1)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

021:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.lmartinezl)
2.a
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-0600) Central Martinez Symptom:: FE
Time (US & Canada) (pfe.Imartinez1) VE
R

Were fever or systemic s N

ymptoms present on the O

last day the Subject Diar

y was completed?:
2.a Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez FEVER
Time (US & Canada) (pfe.lmartinez1)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
2.b
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: FA
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) (pfe.Imartinez1) TI
GU
E
Were fever or systemic s NO
ymptoms present on the
last day the Subject Dia
ry was completed?:
2.b Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez FATIGUE
Time (US & Canada) (pfe.Imartinez1)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
2.C
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: HE
Time (US & Canada) (pfe.lmartinez1) AD
AC
HE
Were fever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

021:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada)

(pfe.lmartinezl)

2.c Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez HEADACHE
Time (US & Canada) (pfe.Imartinez1)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
2d
Date Location User Value Reason
Sep-01-2020 18:43:39 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: CH
Time (US & Canada) (pfe.Imartinez1) 1L
LS

Were fever or systemic s N

ymptoms present on the O

last day the Subject Dia

ry was completed?:
2.d Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez CHILLS
Time (US & Canada) (pfe.Imartinez1)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.e
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: VO
Time (US & Canada) (pfe.lmartinezl) MIT
ING
Were fever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:
2.e Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez VOMITING
Time (US & Canada) (pfe.Imartinez1)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.lmartinez1)
2.f
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-0600) Central Martinez Symptom: . DIA
Time (US & Canada) (pfe.Imartinez1) RR
HE
A
Were fever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?:
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Header Text: c4591001

Visit: V2 VAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - ¢eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

2.f Symptom:

Date Location User Value Reason

Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez DIARRHEA

Time (US & Canada) (pfe.Imartinez1)

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
2.9
Date Location User Value Reason
Sep-01-2020 18:43:39 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: NEW O
Time (US & Canada) (pfe.Imartinez1) R WORS

ENED M

USCLE

PAIN

Were fever or syst NO
emic symptoms pr
esent on the last d

ay the Subject Dia

ry was completed?
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

021:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.9 Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NEW OR WORSENED MUS
Time (US & Canada) (pfe.Imartinez1) | CLE PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
2.h
Date Location User Value Reason
Sep-01-2020 18:43:39 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Symptom:: NEW O
Time (US & Canada) (pfe.Imartinez1) R WOR
SENED
JOINT P
AIN
Were fever or syste NO
mic symptoms pres
ent on the last day
the Subject Diary
was completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

021:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.h Symptom:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NEW OR WORSENED JOIN
Time (US & Canada) (pfe.lmartinezl) | T PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
3. Injection Site Location:
Date Location User Value Reason
Sep-01-2020 18:43:39 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez LEFT
Time (US & Canada) (pfe.lmartinez1)
5.a
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Injection Site Reaction: RE
Time (US & Canada) (pfe.Imartinezl) | . DN
ES
S

Were injection site reac NO

tions present on the last

day the Subject Diary

was completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

5.a Injection Site Reaction:

Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez REDNESS
Time (US & Canada) (pfe.Imartinez1)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
5b
Date Location User Value Reason
Sep-01-2020 18:43:39 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Injection Site Reaction SW
Time (US & Canada) (pfe.Imartinezl) | .. ELL
ING

Were injection site rea NO

ctions present on the la

st day the Subject Diar

y was completed?:
5.b Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez SWELLING
Time (US & Canada) (pfe.Imartinez1)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

021:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Injection Site Reacti PAIN
Time (US & Canada) (pfe.Imartinezl) | on:: AT INJ
ECTIO
N SIT
E
Were injection site r NO
eactions present on t
he last day the Subje
ct Diary was comple
ted?:
5.c Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez PAIN AT INJECTION SITE
Time (US & Canada) (pfe.lmartinez1)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-01-2020 18:43:39 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:
Date Location User Value Reason
Sep-01-2020 18:43:55 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Sep/1/2020
Time (US & Canada) (pfe.lmartinez1)
2.a
Date Location User Value Reason
Sep-01-2020 18:43:55 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Record Identifie 1
Time (US & Canada) (pfe.Imartinezl) | ..

Temperature:  97.5

Temperature Un F

it:

Temperature Lo ORAL CA

cation:: VITY
2.a Record Identifier:
Date Location User Value Reason
Sep-01-2020 18:43:55 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez 1
Time (US & Canada) (pfe.Imartinez1)
2.a Temperature:
Date Location User Value Reason
Sep-01-2020 18:43:55 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez 97.5
Time (US & Canada) (pfe.lmartinez1)
2.a Unit:
Date Location User Value Reason
Sep-01-2020 18:43:55 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez F
Time (US & Canada) (pfe.Imartinez1)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.a Temperature Location

Date Location User Value Reason
Sep-01-2020 18:43:55 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez ORAL CAVITY
Time (US & Canada) (pfe.lmartinez1)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-01-2020 19:38:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-01-2020 19:38:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ NASAL SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-01-2020 19:38:40 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Sep-01-2020 19:38:29 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-01-2020 19:38:29 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Date of Collection:
Sep/1/2020
5.a
Date Location User Value Reason
Sep-01-2020 19:38:40 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BP96DD
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.a Sample ID
Date Location User Value Reason
Sep-01-2020 19:38:40 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BP96DD
Time (US & Canada) (pfe.ydavila)
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Form Version: 22-Apr-2020 21:04

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-01-2020 18:44:26 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez NO

Time (US & Canada) (pfe.lmartinez1)

2. Treatment Name

Date Location User Value Reason

Sep-01-2020 18:44:26 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date Location User Value Reason

Sep-01-2020 18:44:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) [ INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 03:58:03 | ACVOPFEINFP6000 | Aanchal Query 1: Closed 97.5 CORRECT

(UTC-06:00) Central Asthana DATA

Time (US & Canada) (pfe.asthaa03)

Sep-09-2020 08:55:37 | ACVOPFEINFP6000 | Gabriela Query 1: Answered 97.5 CORRECT

(UTC-06:00) Central Obeidat DATA

Time (US & Canada) (pfe.gobeidat)

Sep-08-2020 12:57:22 | ACVOPFEINFP6000 | Sumit Jain Query 1: Opened eDiary: Per eDiary

(UTC-06:00) Central (pfe.jains90) records, e-Diary

Time (US & Canada) Temperature
value(s) recorded
is<94 F (344 C).
Please confirm if
the thermometer
recording from
subject or the entry
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

is appropriate.

Thanks.
Sep-01-2020 18:44:26 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Sep/1/2020 10:28
Time (US & Canada) (pfe.Imartinez1)
5. Anatomical Location:
Date Location User Value Reason
Sep-01-2020 18:44:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date Location User Value Reason
Sep-01-2020 18:44:26 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez LEFT
Time (US & Canada) (pfe.Imartinez1)
7. Route:
Date Location User Value Reason
Sep-01-2020 18:44:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ INTRAMUSCULAR
Time (US & Canada)
10. Timeframe Subject Was Observed
Date Location User Value Reason
Sep-01-2020 18:44:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | THE PROTOCOL SPECIFIED O
Time (US & Canada) BSERVATION PERIOD

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date Location User Value Reason
Sep-01-2020 18:44:26 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez YES

Time (US & Canada) (pfe.Imartinez1)
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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: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

1. Date of Visit

Date Location User Value Reason

Nov-06-2020 00:21:53 | ACVOPFEINFP6000 | Nancy Query 1: Closed Updated per query

(UTC-06:00) Central Vedamuthu

Time (US & Canada) (pfe.vedamn)

Nov-05-2020 17:53:17 | ACVOPFEINFP6000 | Lizatte Query 1: Answered COVID ILLNESS

(UTC-06:00) Central Martinez visit dated

Time (US & Canada) (pfe.lmartinez1) 290ct2020 is now
entered

Nov-02-2020 03:24:58 | ACVOPFEINFP6000 | Nancy Query 1: Reissued:Opened RQI: Previous

(UTC-06:00) Central Vedamuthu response states 'will

Time (US & Canada) (pfe.vedamn) update illness visit’

however no Covid
Illness visit
reported that
corresponds with
Illness eDiary
response on
200CT2020.
Please update or
clarify.

Oct-30-2020 01:13:52 | ACVOPFEINFP6000 | Nancy Query 1: Reissued:Candidate | Query response
(UTC-06:00) Central Vedamuthu indicate will update
Time (US & Canada) (pfe.vedamn) illness visit. Please
query after 2 days
to confirm whether
Cov ill visit is
updated or not.

Oct-29-2020 20:07:18 | ACVOPFEINFP6000 | Rocio Gutierrez | Query 1: Answered will update illness
(UTC-06:00) Central (pfe.rgutierrez) visit

Time (US & Canada)

Oct-29-2020 11:12:13 | ACVOPFEINFP6000 | Sharat Nair Query 1: Opened Illness ediary: As

(UTC-06:00) Central (pfe.nairs51) per Illness ediary

Time (US & Canada) records, subject

reported "Yes" for
the question "Have
you experienced

Page 312 0f 492

***Confidential ***

FDA-CBER-2021-5683-0007650



090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

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: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
any of the
following?” for the
COVID-19

symptoms or
diagnosis on
200CT2020. But

corresponding
COVID Illness visit
not reported. Please
clarify.
Sep-30-2020 13:23:11 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Sep/29/2020
Time (US & Canada) (pfe.gobeidat)
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.a
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-0600) Central Obeidat Symptom:; FE
Time (US & Canada) (pfe.gobeidat) VE
R

Were fever or systemic sy N

mptoms present on thela O

st day the Subject Diary

was completed?:
2.a Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat FEVER
Time (US & Canada) (pfe.gobeidat)

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.b
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: FA
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Visit: V3 MONTHI_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) (pfe.gobeidat) TI
GU
E
Were fever or systemics NO
ymptoms present on the 1
ast day the Subject Diary
was completed?:
2.b Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat FATIGUE
Time (US & Canada) (pfe.gobeidat)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.C
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-0600) Central Obeidat Symptom:: HE
Time (US & Canada) (pfe.gobeidat) AD
AC
HE
Were fever or systemic s NO
ymptoms present on the
last day the Subject Dia
ry was completed?:
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Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.c Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat HEADACHE
Time (US & Canada) (pfe.gobeidat)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2d
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: CH
Time (US & Canada) (pfe.gobeidat) 1L
LS

Were fever or systemic sy NO

mptoms present on the la

st day the Subject Diary

was completed?:
2.d Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat CHILLS
Time (US & Canada) (pfe.gobeidat)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)

Page 316 0f 492
*#*Confidential ***

FDA-CBER-2021-5683-0007654




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L
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Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39
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2.e
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: VO
Time (US & Canada) (pfe.gobeidat) MIT
ING
Were fever or systemic s NO
ymptoms present on the
last day the Subject Dia
ry was completed?:
2.e Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat VOMITING
Time (US & Canada) (pfe.gobeidat)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.f
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: DIA
Time (US & Canada) (pfe.gobeidat) RR
HE
A
Were fever or systemic s NO
ymptoms present on the
last day the Subject Dia
ry was completed?:
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Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.f Symptom:

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat DIARRHEA

Time (US & Canada) (pfe.gobeidat)

2.f Were fever or systemic symptoms present on

the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.9
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: NEW OR
Time (US & Canada) (pfe.gobeidat) WORSE

NED MU

SCLE PA

IN

Were fever or syste NO
mic symptoms pres

ent on the last day t

he Subject Diary w

as completed?:
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Visit: V3 MONTHI_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.9 Symptom:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NEW OR WORSENED MUSC
Time (US & Canada) (pfe.gobeidat) | LE PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
2.h
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Symptom:: NEW O
Time (US & Canada) (pfe.gobeidat) R WOR
SENED
JOINT P
AIN
Were fever or syste NO
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:
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Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

2.h Symptom:

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NEW OR WORSENED JOINT

Time (US & Canada)

(pfe.gobeidat) | PAIN

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

3. Injection Site Location:

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry

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

(autocalc) | DELTOID MUSCLE

4. Injection Site Body Side:

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat LEFT
Time (US & Canada) (pfe.gobeidat)
5.a
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Injection Site Reaction:: RE
Time (US & Canada) (pfe.gobeidat) DN
ESS

Were injection site reacti NO

ons present on the last d

ay the Subject Diary was

completed?:
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Visit: V3_ MONTH1 POSTVAX2 L

Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.a Injection Site Reaction:

Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat REDNESS
Time (US & Canada) (pfe.gobeidat)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
5b
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Injection Site Reaction: SW
Time (US & Canada) (pfe.gobeidat) | . ELL
ING

Were injection site react NO

ions present on the last

day the Subject Diary w

as completed?:
5.b Injection Site Reaction:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat SWELLING
Time (US & Canada) (pfe.gobeidat)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
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Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

RESOLVED DATES - eCRF Audit Trail History

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

5.
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Injection Site Reactio PAIN A
Time (US & Canada) (pfe.gobeidat) | p:: T INJE
CTION
SITE

Were injection site re NO

actions present on th

e last day the Subject

Diary was completed

2.
5.c Injection Site Reaction:
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat PAIN AT INJECTION SITE
Time (US & Canada) (pfe.gobeidat)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-30-2020 13:24:19 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
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Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-29-2020 18:38:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason

Sep-29-2020 18:38:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Sep-29-2020 18:39:01 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Sep-29-2020 18:38:52 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error

(UTC-06:00) Central Davila YES

Time (US & Canada) (pfe.ydavila) | Date of Collection:

Sep/29/2020

Sep-29-2020 18:38:37 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'

(UTC-06:00) Central (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Sep-29-2020 18:38:37 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry

(UTC-06:00) Central Davila YES

Time (US & Canada) (pfe.ydavila)

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Sep-29-2020 18:39:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BNZNH2
Time (US & Canada) (pfe.ydavila)
5.a Sample ID
Date Location User Value Reason
Sep-29-2020 18:39:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BNZNH2
Time (US & Canada) (pfe.ydavila)
5.b
Date Location User Value Reason
Sep-29-2020 18:39:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BNVTLX
Time (US & Canada) (pfe.ydavila)
5.b Sample ID
Date Location User Value Reason
Sep-29-2020 18:39:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BNVTLX
Time (US & Canada) (pfe.ydavila)
5.c
Date Location User Value Reason
Sep-29-2020 18:39:32 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BNVTLY
Time (US & Canada) (pfe.ydavila)
5.c Sample ID
Date Location User Value Reason
Sep-29-2020 18:39:32 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BNVTLY
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: V4 MONTH6 L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value Reason
Feb-23-2021 18:44:28 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Feb/23/2021

Time (US & Canada) (pfe.gobeidat)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: V4 MONTH6_L

Form Version: 22-Apr-2020 21:03

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date Location User Value Reason
Feb-23-2021 18:44:41 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Feb-23-2021 18:44:41 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Feb-24-2021 11:32:50 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Feb-24-2021 05:46:23 ACVOPFEINFP6000 [ Roshni Nair | Query 1: Opened 'Sample Collected?'
(UTC-06:00) Central (pfe nairr29) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Feb-23-2021 18:44:41 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Feb-23-2021 18:44:41 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat YES
Time (US & Canada) (pfe.gobeidat) | Date of Collection:
Feb/23/2021
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Header Text: c4591001
Visit: V4 MONTH6 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

FDA-CBER-2021-5683-0007665

5.a
Date Location User Value Reason
Feb-24-2021 11:32:50 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Sample ID: BNZNMH
Time (US & Canada) (pfe.gobeidat)
5.a Sample ID
Date Location User Value Reason
Feb-24-2021 11:32:50 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat BNZNMH
Time (US & Canada) (pfe.gobeidat)
5.b
Date Location User Value Reason
Feb-24-2021 11:33:05 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Sample ID: BSH4KG
Time (US & Canada) (pfe.gobeidat)
5.b Sample ID
Date Location User Value Reason
Feb-24-2021 11:33:05 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat BSH4KG
Time (US & Canada) (pfe.gobeidat)
5.c
Date Location User Value Reason
Feb-24-2021 11:33:14 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Sample ID: BSH4KH
Time (US & Canada) (pfe.gobeidat)
5.c Sample ID
Date Location User Value Reason
Feb-24-2021 11:33:14 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat BSH4KH
Time (US & Canada) (pfe.gobeidat)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: V6 MONTH24 L
Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Visit

Date Location User Value |Reason

Mar-02-2021 | ACVOPFEINFP6000 Steven Finelli Query | data confirmed

14:51:25 (pfe finels) 3: Clo

(UTC-06:00) sed

Central Time

US &

Canada)

Mar-02-2021 | ACVOPFEINFP6000 Yvette Davila Query [ date is unable to be

11:36:54 (pfe.ydavila) 3: An | erased once entered

(UTC-06:00) swere | this is why

Central Time d erroneous visit it

US & ticked.

Canada)

Mar-02-2021 | ACVOPFEINFP6000 Ananta Gogoi Query | Erroneous Visit is

03:23:43 (pfe.gogoia) 3: Op |marked, but date of

(UTC-06:00) ened | visit is entered.

Central Time Please either untick

(US & the erroneous visit

Canada) button if visit
occurred, or mark
any forms
containing data
within this visit as
Not Done/Not
Applicable at the
form level.

Mar-02-2021 | ACVOPFEINFP6000 Swapna Varikuti Query | Erroneous Visit is

02:17:36 (pfe.variks) 1: Clo | marked,

(UTC-06:00) sed

Central Time

US &

Canada)

Mar-01-2021 | ACVOPFEINFP6000 Rivkah Rosen Query | Response satisfies

15:03:11 (pfe rosenr16) 2: Clo | query

(UTC-06:00) sed

Central Time

(US &
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Canada)

Mar-01-2021 | ACVOPFEINFP6000 Yvette Davila Query | this was entered in

11:20:13 (pfe.ydavila) I: An |error

(UTC-06:00) swere

Central Time d

(US &

Canada)

Mar-01-2021 | ACVOPFEINFP6000 Yvette Davila Query | corrected

11:19:55 (pfe.ydavila) 2: An

(UTC-06:00) swere

Central Time d

(US &

Canada)

Mar-01-2021 | ACVOPFEINFP6000 auto query Query | Erroneous Visit is

11:19:36 (autoquery) 3: Ca |marked, but date of

(UTC-06:00) ndidat | visit is entered.

Central Time e Please either untick

(US & the erroneous visit

Canada) button if visit
occurred, or mark
any forms
containing data
within this visit as
Not Done/Not
Applicable at the
form level.

Feb-25-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7444554;The

22:43:28 (pfe. DMW_QUERY) |2: Op | Date of Visit at

(UTC-06:00) ened | Visit VOMTH24’

Central Time is the same as the

(US & other Date of Visit

Canada) at Visit
‘VAMTHG6’. Please
review for
duplication and
update as
appropriate.

Feb-25-2021 | ACVOPFEINFP6000 Swapna Varikuti Query [PDQ: DOV at this

04:29:30 (pfe.variks) 1: Op | visitis out of

(UTC-06:00) ened | window (-539 day)

Central Time from DOV (01/Sep

(US & /2020) at
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Canada)

VIDIVXIL.
Please reconcile
and update
accordingly, else
confirm date is
correct as is.

Feb-23-2021 [ ACVOPFEINFP6000

Gabriela Obeidat Data | Initial Entry

17:59:48 (pfe.gobeidat) Entry
(UTC-06:00) H
Central Time Feb/2
(US & 3/202
Canada) 1
2. Erroneous Visit
Date Location User Value Reason
Mar-01-2021 11:19:36 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila ERRONEOUS VISIT
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Site No: 1096

Header Text: c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03

Subject No: 10961017
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason
Mar-01-2021 11:19:19 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Mar-01-2021 11:18:15 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-23-2021 18:00:06 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason
Mar-01-2021 11:19:19 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Not Applicable

Time (US & Canada)

Mar-01-2021 11:18:15 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription Error
(UTC-06:00) Central (autocalc)

Time (US & Canada)

Feb-23-2021 18:00:06 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason
Mar-01-2021 11:19:19 | ACVOPFEINFP6000 | Yvette Davila | Data Entry: Initial Entry
(UTC-06:00) Central (pfe.ydavila) | Not Applicable

Time (US & Canada)

Mar-01-2021 11:18:15 | ACVOPFEINFP6000 | Yvette Davila | Data Entry: Transcription Error

(UTC-06:00) Central (pfe.ydavila)
Time (US & Canada)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Mar-01-2021 11:16:48 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Feb-24-2021 05:46:23 ACVOPFEINFP6000 |Roshni Nair | Query 1: Opened 'Sample Collected?'

(UTC-06:00) Central (pfe nairr29) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Feb-23-2021 18:00:06 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'

(UTC-06:00) Central (autoquery) is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Feb-23-2021 18:00:06 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat) | Date of Collection:

Feb/23/2021

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

Date Location User Value Reason
Mar-01-2021 11:19:19 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Applicable
Time (US & Canada) (pfe.ydavila)
5.a
Date Location User Value Reason
Mar-01-2021 11:18:30 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-06:00) Central Davila Sample ID:
Time (US & Canada) (pfe.ydavila)
Mar-01-2021 11:16:48 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BNZNMH
Time (US & Canada) (pfe.ydavila)
5.a Sample ID
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Header Text: c4591001

Visit: V6 MONTH24 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Date Location User Value Reason
Mar-01-2021 11:18:30 [ ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-06:00) Central Davila

Time (US & Canada) (pfe.ydavila)

Mar-01-2021 11:16:48 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BNZNMH

Time (US & Canada) (pfe.ydavila)

5.b

Date Location User Value Reason
Mar-01-2021 11:18:44 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-06:00) Central Davila Sample ID:

Time (US & Canada) (pfe.ydavila)

Mar-01-2021 11:17:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BSH4KG

Time (US & Canada) (pfe.ydavila)

5.b Sample ID

Date Location User Value Reason
Mar-01-2021 11:18:44 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-06:00) Central Davila

Time (US & Canada) (pfe.ydavila)

Mar-01-2021 11:17:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BSH4KG

Time (US & Canada) (pfe.ydavila)

5.c

Date Location User Value Reason
Mar-01-2021 11:19:05 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-0600) Central Davila Sample ID:

Time (US & Canada) (pfe.ydavila)

Mar-01-2021 11:17:09 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: BSH4KH

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

5.c Sample ID
Date Location User Value Reason
Mar-01-2021 11:19:05 ACVOPFEINFP6000 | Yvette Data Entry: Transcription Error
(UTC-06:00) Central Davila
Time (US & Canada) (pfe.ydavila)
Mar-01-2021 11:17:09 [ ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila BSH4KH
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT COVID ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-03-2020 10:04:25 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-03-2020 10:03:15 | ACVOPFEINFP6000 |auto query | Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-03-2020 10:01:58 | ACVOPFEINFP6000 [auto query | Query 2: Candidate Date of Visit is

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Nov-03-2020 10:01:58 | ACVOPFEINFP6000 [auto query | Query 1: Candidate Date of Visit is

(UTC-06:00) Central (autoquery) completed but Date

Time (US & Canada) of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-03-2020 10:01:58 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry

(UTC-06:00) Central Davila Oct/29/2020

Time (US & Canada) (pfe.ydavila)

3. COVID-19 IlIness Visit:

Date Location User Value Reason

Nov-03-2020 10:01:58 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | COVID_A

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time

(GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Oct/29/2020
Time (US & Canada) (pfe.ydavila)
2. Date of First Symptom Started:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Oct/20/2020
Time (US & Canada) (pfe.ydavila)
3. Symptoms Ongoing?
Date Location User Value Reason
Dec-07-2020 15:17:42 | ACVOPFEINFP6000 | Rocio Data Entry: Data updated
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez) | Date of Last Symptom Resolv
ed:
Oct/31/2020
Nov-03-2020 10:03:15 | ACVOPFEINFP6000 | Yvette Davila | Data Entry: Initial Entry
(UTC-06:00) Central (pfe.ydavila) YES
Time (US & Canada)
4.a
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms: FEVER
Time (US & Canada) (pfe.ydavila) Symptom Present: NO
4.a Symptoms:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila FEVER
Time (US & Canada) (pfe.ydavila)
4.a Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4.b
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms NEW OR INCREA
Time (US & Canada) (pfe.ydavila) | . SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NEW OR INCREASED COUG
Time (US & Canada) (pfe.ydavila) |H
4.b Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila)
4.c
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sympto NEW OR INCREAS
Time (US & Canada) (pfe.ydavila) | ms: ED SHORTNESS OF
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
BREATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NEW OR INCREASED SHORT
Time (US & Canada) (pfe.ydavila) | NESS OF BREATH
4.c Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4d
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms: CHILLS
Time (US & Canada) (pfe.ydavila) Symptom Present: NO
4.d Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila CHILLS
Time (US & Canada) (pfe.ydavila)
4.d Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 10-Oct-2020 16:02

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

4e
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptom NEW OR INCREA
Time (US & Canada) (pfe.ydavila) | s: SED MUSCLE PAI
N

Symptom NO

Present:
4.e Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NEW OR INCREASED MUSC
Time (US & Canada) (pfe.ydavila) | LE PAIN
4.e Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4.f
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptom NEW LOSS OF TA
Time (US & Canada) (pfe.ydavila) | s: STE OR SMELL

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

4.f Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NEW LOSS OF TASTE OR SM
Time (US & Canada) (pfe.ydavila) | ELL
4.f Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4.9
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptom NEW OR INCREAS
Time (US & Canada) (pfe.ydavila) | s: ED SORE THROAT
Symptom NO
Present:
4.9 Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NEW OR INCREASED SORE
Time (US & Canada) (pfe.ydavila) | THROAT
4.9 Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4.h
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

on Oct/29/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms: DIARRHE
Time (US & Canada) (pfe.ydavila) A

Symptom Present NO
4.h Symptoms:
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila DIARRHEA
Time (US & Canada) (pfe.ydavila)
4.h Was symptom present?
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
4.
Date Location User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms: VOMITIN
Time (US & Canada) (pfe.ydavila) G

Symptom Present NO
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

4.1 Symptoms:
Date User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila VOMITING
Time (US & Canada) (pfe.ydavila)
4.i Was symptom present?
Date User Value Reason
Nov-03-2020 10:03:15 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
5.a
Date User Value Reason
Nov-03-2020 10:03:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Symptoms - Oth nasal congest
Time (US & Canada) (pfe.ydavila) | er: ion
5.a Symptoms - Other Text:
Date User Value Reason
Nov-03-2020 10:03:34 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila nasal congestion
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Specimen Type:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Specimen Collection Location:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Assay Code and Description:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5. Device Type:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
6. Trade Name:
Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Nov-03-2020 10:03:57 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
7. Test Result:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
8. Comments/Findings/Details:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
9. Trade Name Other, Specify:
Date Location User Value Reason
Nov-03-2020 10:03:57 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Oct/29/2020 - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Back to Form

1. Data Origin
Date Location User Value Reason
Nov-03-2020 10:04:25 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Nov-03-2020 10:04:25 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL SWAB SELF
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Nov-03-2020 10:04:40 | ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Nov-03-2020 10:04:25 | ACVOPFEINFP6000 [auto query | Query 1: Candidate '‘Sample Collected?'
(UTC-06:00) Central (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-03-2020 10:04:25 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Date of Collection:
Oct/29/2020
5.a
Date Location User Value Reason
Nov-03-2020 10:04:40 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sample ID: CV11242
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
- eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

5.a Sample ID
Date Location User Value Reason
Nov-03-2020 10:04:40 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila CV11242
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

on Oct/29/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin

Date Location User Value Reason
Nov-03-2020 10:04:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date Location User Value Reason
Nov-03-2020 10:04:49 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | NASAL SWAB

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason
Nov-04-2020 11:29:45 | ACVOPFEINFP6000 |Melody Smart | Query 1: Closed Response satisfies
(UTC-06:00) Central (pfe.smartm05) query

Time (US & Canada)

Nov-04-2020 09:18:52 | ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto
(UTC-06:00) Central (autoquery) Query

Time (US & Canada)

Nov-03-2020 12:17:55 [ ACVOPFEINFP6000 | Carrie Nedrick | Query 1: Reissued:Opened DM: Please enter

(UTC-06:00) Central (pfe nedrickce) site comment in
Time (US & Canada) Field #4 'If no
sample was

collected or sample
was not collected
according to
protocol, please
provide reason.'

Nov-03-2020 10:07:24 | ACVOPFEINFP6000 | Yvette Davila | Query 1: Answered home swab was
(UTC-06:00) Central (pfe.ydavila) done

Time (US & Canada)

Nov-03-2020 10:04:49 [ ACVOPFEINFP6000 |auto query Query 1: Opened 'Sample
(UTC-06:00) Central (autoquery) Collected?" is
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada)

marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Nov-03-2020 10:04:49
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Yvette Davila
(pfe.ydavila)

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
Nov-04-2020 09:18:52 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila home swab was collected
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

la
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practitioner: SPECIA
Time (US & Canada) (pfe.ydavila) LIST

Occurrence of Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila SPECIALIST
Time (US & Canada) (pfe.ydavila)
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
1b
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practitio EMERGEN
Time (US & Canada) (pfe.ydavila) | per: CY ROOM

Occurrence of Vi NO

sits or Contacts:
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

1.b Physician or Healthcare Professional:

Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila EMERGENCY ROOM
Time (US & Canada) (pfe.ydavila)
1.b Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
1c
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practi PRIMARY CA
Time (US & Canada) (pfe.ydavila) | tioner: RE PHYSICIA
N

Occurrence of YES

Visits or Cont  Number of Vis

acts: its or Contact

S:
1
Page 350 of 492
***Confidential ***

FDA-CBER-2021-5683-0007688




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

on Oct/29/2020

Form Version: 10-Oct-2020 15:59
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.c Physician or Healthcare Professional:

Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila PRIMARY CARE PHYSICIAN
Time (US & Canada) (pfe.ydavila)
1.c Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Number of Visits or Contacts:
1
1d
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practitione URGENT
Time (US & Canada) (pfe.ydavila) | y: CARE
Occurrence of Visit NO
s or Contacts:
1.d Physician or Healthcare Professional:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila URGENT CARE
Time (US & Canada) (pfe.ydavila)
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
le
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practit TELEPHONE
Time (US & Canada) (pfe.ydavila) | joner: CONSULTATI
ON

Occurrence of NO

Visits or Conta

cts:
1.e Physician or Healthcare Professional:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila TELEPHONE CONSULTATIO
Time (US & Canada) (pfe.ydavila) | N
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
1f
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Type of Practitioner: OTH
Time (US & Canada) (pfe.ydavila) ER

Occurrence of Visits or NO

Contacts:

Page 352 0f 492
***Confidential ***

FDA-CBER-2021-5683-0007690




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

1.f Physician or Healthcare Professional:

Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila OTHER
Time (US & Canada) (pfe.ydavila)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date Location User Value Reason
Nov-03-2020 10:05:31 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila NO
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason
Nov-03-2020 10:05:41 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Concomitant Non-drug Treatment Pre-specified:
Date Location User Value Reason
Nov-03-2020 10:05:41 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Treatment:
Date Location User Value Reason
Nov-03-2020 10:05:41 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Treatment:
Date Location User Value Reason
Nov-03-2020 10:05:41 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5. Start Date:
Date Location User Value Reason
Nov-03-2020 10:05:41 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
6. Ongoing?
Date Location User Value Reason
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Nov-03-2020 10:05:41
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
Davila Not Done
(pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason
Nov-03-2020 10:06:59 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | POTENTIAL COVID-19 ILLNE
Time (US & Canada) SS
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date Location User Value Reason
Nov-03-2020 10:06:59 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila YES
Time (US & Canada) (pfe.ydavila) | Respiratory lliness Diagnosis:

upper respiratory tract infecti

on

Date of Diagnosis:

Oct/22/2020
3. Toxicity Grade:
Date Location User Value Reason
Nov-03-2020 10:06:59 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila 1
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 17-Jul-2020 21:55

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category of Clinical Event:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:07:33 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Subcategory of Clinical Event:
Date Location User Value Reason
Nov-03-2020 10:07:33 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Was a diagnosis obtained?
Date Location User Value Reason
Nov-03-2020 10:07:33 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Toxicity Grade:
Date Location User Value Reason
Nov-03-2020 10:07:33 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Back to Form

1. Lab Panel:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Laboratory Name and Address
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Collection Date:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Specimen Type:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila) | tifier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

***Confidential ***

Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
5.a Sponsor ID:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Test:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Result:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Not Done:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.aLNMT
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
5.b
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila) | tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

5.b Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Test:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Result:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Not Done:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5b LNMT

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.C

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

5.c Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.c Test:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.c Result:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.c Not Done:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.c LNMT

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.d

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

5.d Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.d Test:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.d Result:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.d Not Done:

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.d LNMT

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.e

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)

***Confidential ***
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

***Confidential ***

FDA-CBER-2021-5683-0007705

5.e Sponsor ID:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.e Test:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.e Result:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.e Not Done:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5. LNMT
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.f
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

***Confidential ***

FDA-CBER-2021-5683-0007707

5.f Sponsor ID:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.f Test:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.f Result:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.f Not Done:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5fLNMT
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
50
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:27

eCRF Audit Trail History

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.9 Sponsor ID:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.9 Test:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.9 Result:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.9 Not Done:
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.0 LNMT
Date Location User Value Reason
Nov-03-2020 10:07:47 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Lab Panel:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Laboratory Name and Address
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Collection Date:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Specimen Type:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila) | tifier: ne

Test:: Not Do

ne
Result:: Not Do
ne
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne

5.a Sponsor ID:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.a Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.aLNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

5.b
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila) | tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.b Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Test:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Result:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.b Not Done:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5b LNMT

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.C

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.c Sponsor ID:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.c Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.c Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.c Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.c LNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.d
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.d Sponsor ID:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.d Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.d Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.d Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.d LNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.e
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.e Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.e Test:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.e Result:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.e Not Done:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5. LNMT

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.f

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.f Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.f Test:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.f Result:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.f Not Done:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5fLNMT

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

50

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.9 Sponsor ID:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.9 Test:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.9 Result:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.9 Not Done:

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.0 LNMT

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

5.h

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do

Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 30-Jul-2020 21:28
Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

5.h Sponsor ID:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.h Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.h Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.h Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.h LNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001
Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 e¢CRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39
tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Back to Form

5.1 Sponsor 1D:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.1 Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.i Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.1 Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.i LNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5]
Date Location User Value Reason
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:28

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Sponsor-Defined Iden Not Do
Time (US & Canada) (pfe.ydavila) | tifier: ne
Test:: Not Do
ne
Result:: Not Do
ne
Not Done:: Not Do
ne
Lab Normal Range: Not Do
ne
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 30-Jul-2020 21:28

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

5.j Sponsor ID:

***Confidential ***

Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.j Test:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.j Result:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5.j Not Done:
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5) LNMT
Date Location User Value Reason
Nov-03-2020 10:08:01 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:
Date Location User Value Reason
Nov-03-2020 10:08:16 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2.a
Date Location User Value Reason
Nov-03-2020 10:08:16 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Record Identifier:: Not D
Time (US & Canada) (pfe.ydavila) one

Systolic:: Not D

one
Diastolic:: Not D
one

Respiratory Rate in res Not D

pirations/minute: one

Heart Rate in beats/mi Not D

nute: one
2.a Record Identifier:
Date Location User Value Reason
Nov-03-2020 10:08:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2.a Systolic:
Date Location User Value Reason
Nov-03-2020 10:08:16 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2.a Diastolic:
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: VITAL SIGNS - COVID - eCRF Audit Trail History

on Oct/29/2020

Form Version: 30-Jul-2020 21:27

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Date Location User Value Reason
Nov-03-2020 10:08:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2.a Respiratory Rate in respirations/minute:
Date Location User Value Reason
Nov-03-2020 10:08:16 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2.a Heart Rate in beats/minute:
Date Location User Value Reason
Nov-03-2020 10:08:16 | ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
on Oct/29/2020 History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group
Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date:

Date Location User Value Reason
Nov-03-2020 10:08:28 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

2.a

Date Location User Value Reason
Nov-03-2020 10:08:28 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Record Identifier:: Not Done

Time (US & Canada) (pfe.ydavila) Oxygen Saturation: Not Done

2.a Record ldentifier:

Date Location User Value Reason
Nov-03-2020 10:08:28 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

2.a SPO2 Pulse Oximetry %

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Date Location User Value Reason
Nov-03-2020 10:08:28 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason
Nov-03-2020 10:08:41 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Arterial Blood Gases PaO2 (mmHg):
Date Location User Value Reason
Nov-03-2020 10:08:41 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. FiO2 (Fraction of Inhaled Oxygen):
Date Location User Value Reason
Nov-03-2020 10:08:41 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID _ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - ¢eCRF
Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:55

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

2. Category:

Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done

Time (US & Canada) (pfe.ydavila)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),

route, use, formulation).

Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
5. Start Date:
Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

on Oct/29/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 06-Jul-2020 21:55

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

6. Ongoing?
Date Location User Value Reason
Nov-03-2020 10:08:53 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit: POT_COVID ILL 1 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Nov-03-2020 10:09:32 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
2. Location of Assessment:
Date Location User Value Reason
Nov-03-2020 10:09:32 ACVOPFEINFP6000 [ Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
3. Type of Imaging Exam:
Date Location User Value Reason
Nov-03-2020 10:09:32 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
4. Assessment:
Date Location User Value Reason
Nov-03-2020 10:09:32 ACVOPFEINFP6000 | Yvette Data Entry: Initial Entry
(UTC-06:00) Central Davila Not Done
Time (US & Canada) (pfe.ydavila)
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Header Text: c4591001

Visit on Dec/07/2020

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:04

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Visit: POT _COVID CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Back to Form

1. Date of Visit

***Confidential ***

Date Location User Value Reason
Dec-07-2020 15:13:19 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Dec/7/2020
Time (US & Canada) (pfe rgutierrez)
3. COVID-19 llIness Visit:
Date Location User Value Reason
Dec-07-2020 15:13:25 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez COVID_Al
Time (US & Canada) (pfe rgutierrez)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: POT_COVID CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Visit on Dec/07/2020

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

- eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Data Origin
Date Location User Value Reason
Dec-07-2020 15:13:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Dec-07-2020 15:13:37 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Dec-07-2020 15:13:49 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-07-2020 15:13:37 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-06:00) Central (autoquery) Collected?' is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Dec-07-2020 15:13:37 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez YES
Time (US & Canada) (pfe rgutierrez) | Date of Collection:
Dec/7/2020
5.a
Date Location User Value Reason
Dec-07-2020 15:13:49 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez
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Header Text: c4591001

Visit: POT_COVID CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/07/2020 - eCRF Audit Trail History

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Time (US & Canada) | (pfe rgutierrez) | Sample ID: BSJ600

5.a Sample ID

Date Location User Value Reason
Dec-07-2020 15:13:49 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez BSJ600

Time (US & Canada) (pfe rgutierrez)

5.b

Date Location User Value Reason
Dec-07-2020 15:13:58 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Sample ID: BSJ601

Time (US & Canada) (pfe rgutierrez)

5.b Sample ID

Date Location User Value Reason
Dec-07-2020 15:13:58 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez BSJ601

Time (US & Canada) (pfe rgutierrez)

5.c

Date Location User Value Reason
Dec-07-2020 15:14:10 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Sample ID: BR856J

Time (US & Canada) (pfe rgutierrez)

5.c Sample ID

Date Location User Value Reason
Dec-07-2020 15:14:10 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez BR856J

Time (US & Canada) (pfe rgutierrez)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-08-2020 17:15:07 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez Sep/29/2020

Time (US & Canada) (pfe.lmartinez1)

2. Phase of Disposition:

Date Location User Value Reason

Oct-08-2020 17:15:07 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date Location User Value Reason

Oct-09-2020 08:42:35 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Response satisfies

(UTC-06:00) Central (pfe kolbek01) query

Time (US & Canada)

Oct-08-2020 17:15:07 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Oct-08-2020 17:15:07 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez COMPLETED

Time (US & Canada) (pfe.Imartinez1)

Oct-01-2020 13:35:02 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY:

(UTC-06:00) Central (pfe kolbek01) Please complete the

Time (US & Canada) End of Treatment
CREF. Per
Guidelines, If the
Participant receives
all vaccinations as
per protocol and
completes the
follow-up visit
procedures within
the 1-month post
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

vaccination period,
report the status as
COMPLETED.

***Confidential ***
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason
Dec-23-2020 12:43:04 ACVOPFEINFP6000 | Gabriela Form Undeleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Dec-01-2020 13:03:56 ACVOPFEINFP6000 | Gabriela Form Deleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Form Created
(UTC-06:00) Central Obeidat
Time (US & Canada) (pfe.gobeidat)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason
Dec-23-2020 12:43:04 | ACVOPFEINFP6000 | Gabriela Form Undeleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Dec-01-2020 15:58:39 ACVOPFEINFP6000 | Gabriela Form Deleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Form Created
(UTC-06:00) Central Obeidat
Time (US & Canada) (pfe.gobeidat)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason
Jan-26-2021 14:54:45 ACVOPFEINFP6000 | Rocio Form Undeleted Changed
(UTC-06:00) Central Gutierrez Information
Time (US & Canada) (pfe rgutierrez)
Jan-11-2021 14:02:30 ACVOPFEINFP6000 | Gabriela Form Deleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Form Created
(UTC-06:00) Central Obeidat
Time (US & Canada) (pfe.gobeidat)
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090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason
Dec-01-2020 15:50:33 ACVOPFEINFP6000 | Gabriela Form Deleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Dec-01-2020 13:13:24 ACVOPFEINFP6000 | Gabriela Form Created
(UTC-06:00) Central Obeidat
Time (US & Canada) (pfe.gobeidat)
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason
Dec-08-2020 16:46:23 ACVOPFEINFP6000 | Gabriela Form Deleted New
(UTC-06:00) Central Obeidat Information
Time (US & Canada) (pfe.gobeidat)
Dec-03-2020 10:49:36 ACVOPFEINFP6000 | Lizatte Form Created
(UTC-06:00) Central Martinez
Time (US & Canada) (pfe.Imartinez1)
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason
Dec-08-2020 16:46:23 ACVOPFEINFP6000 | Gabriela Form Deleted New
(UTC-06:00) Central Obeidat Information
Time (US & Canada) (pfe.gobeidat)

Dec-03-2020 10:50:59 ACVOPFEINFP6000 | Lizatte Form Created

(UTC-06:00) Central Martinez

Time (US & Canada) (pfe.Imartinez1)
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Back to Form

Date Location User Value Reason
Dec-23-2020 12:43:04 [ ACVOPFEINFP6000 | Gabriela Form Undeleted Transcription
(UTC-06:00) Central Obeidat Error
Time (US & Canada) (pfe.gobeidat)
Dec-08-2020 16:46:23 ACVOPFEINFP6000 | Gabriela Form Deleted New
(UTC-06:00) Central Obeidat Information
Time (US & Canada) (pfe.gobeidat)
Dec-07-2020 15:44:15 ACVOPFEINFP6000 | Rocio Form Created
(UTC-06:00) Central Gutierrez
Time (US & Canada) (pfe rgutierrez)
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Back to Form

Date Location User Value Reason
Dec-23-2020 12:43:04 [ ACVOPFEINFP6000 | Gabriela Form Undeleted Transcription
(UTC-06:00) Central Obeidat Error

Time (US & Canada) (pfe.gobeidat)

Dec-08-2020 16:46:23 [ ACVOPFEINFP6000 | Gabriela Form Deleted New
(UTC-06:00) Central Obeidat Information
Time (US & Canada) (pfe.gobeidat)

Dec-07-2020 15:45:03

ACVOPFEINFP6000 | Rocio

Form Created

(UTC-06:00) Central Gutierrez
Time (US & Canada) (pfe rgutierrez)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Back to Form

1. Category:

Date Location User Value Reason

Nov-30-2020 15:53:13 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Nov-30-2020 15:53:13 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocale) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-04-2021 11:19:41 | ACVOPFEINFP6000 | Kathryn Query 6: Closed Query closed; will

(UTC-06:00) Central Sewell follow for requested

Time (US & Canada) (pfe.sewelk02) clinical case
information.

Feb-03-2021 12:36:05 | ACVOPFEINFP6000 | Yvette Davila | Query 6: Answered medical records are

(UTC-06:00) Central (pfe.ydavila) still pending

Time (US & Canada)

Feb-03-2021 10:03:28 | ACVOPFEINFP6000 | Kathryn Query 6: Opened Clinical Followup -

(UTC-06:00) Central Sewell please submit to SAE

Time (US & Canada) (pfe.sewelk02) head injury
description/symptoms,
imaging
(XRAY/CT/etc) and
neurological
evaluation.

Feb-01-2021 20:50:08 | ACVOPFEINFP6000 | Kathryn Query 5: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Jan-26-2021 15:02:21 | ACVOPFEINFP6000 | Rocio Query 5: Answered AE 3 updated to Fall

(UTC-06:00) Central Gutierrez and SAE criterion

Time (US & Canada) (pfe.rgutierrez) removed. Unable to
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remove the SAE
number please unlock
the line.

Jan-21-2021 00:00:41 [ ACVOPFEINFP6000 | Kathryn Query 5: Opened Clinical - A traumatic

(UTC-06:00) Central Sewell accident of a fall

Time (US & Canada) (pfe.sewelk02) needs to be reported
recorded as an AE,
even if an injury did
not result. See CRF
completion guidelines
Sect. 8.17.4.2/falls.

Jan-15-2021 14:41:24 | ACVOPFEINFP6000 | Kathryn Query 4: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Jan-12-2021 11:34:12 | ACVOPFEINFP6000 | Gabriela Query 4: Answered data updated

(UTC-06:00) Central Obeidat

Time (US & Canada) (pfe.gobeidat)

Jan-11-2021 19:13:09 | ACVOPFEINFP6000 | Kathryn Query 3: Closed SAE for broken

(UTC-06:00) Central Sewell sacrum has been

Time (US & Canada) (pfe.sewelk02) re-entered

Jan-11-2021 17:32:52 | ACVOPFEINFP6000 | Kathryn Query 4: Opened CLINICAL Please

(UTC-06:00) Central Sewell submit a SAE safety

Time (US & Canada) (pfe.sewelk02) update with further
information on the
event Head Injury,
including location
(superficial, cranial,
brain), symptoms and
results of the
evaluation for this
injury.

Jan-11-2021 17:29:43 | ACVOPFEINFP6000 | Kathryn Query 3: Opened CLINICAL Event

(UTC-06:00) Central Sewell term is Head Injury;

Time (US & Canada) (pfe.sewelk02) however, SAE report
has term 'Head Injury
and Broken Sacrum'.
Please submit a SAE
safety update FAX if
event term is Head
injury alone.
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Dec-04-2020 01:41:45 | ACVOPFEINFP6000 | Swetha Query 1: Closed AE deleted
(UTC-06:00) Central Thangellapally

Time (US & Canada) (pfe.thangs22)

Dec-03-2020 13:03:46 | ACVOPFEINFP6000 | Kathryn Query 1: Reissued:Candidat | AE deleted
(UTC-06:00) Central Sewell e

Time (US & Canada)

(pfe.sewelk02)

Dec-03-2020 13:03:03 | ACVOPFEINFP6000 | Kathryn Query 2: Closed AE deleted

(UTC-06:00) Central Sewell

Time (US & Canada) (pfe.sewelk02)

Dec-01-2020 13:03:56 | ACVOPFEINFP6000 [auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-01-2020 13:03:56 [ ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-01-2020 10:28:57 | ACVOPFEINFP6000 | Kathryn Query 2: Opened CLINICAL Please

(UTC-06:00) Central Sewell submit a SAE safety

Time (US & Canada) (pfe.sewelk02) update with further
information on the
event Head Injury,

including location
(superficial, cranial,
brain), symptoms and
results of the
evaluation for this

injury.
Dec-01-2020 10:27:11 | ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL SAE
(UTC-06:00) Central Sewell report states subject
Time (US & Canada) (pfe.sewelk02) had a 'fall at home".
Per CRF Completion

guidelines Sect
8.50.2.2, a fall should
be entered as an
separate adverse
event, with a
description of the fall.

Nov-30-2020 15:53:13 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Head Injury
Time (US & Canada) (pfe.gobeidat)
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4. Start Date Time:

Date Location User Value Reason
Nov-30-2020 15:56:12 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat Nov/29/2020 UNK:UNK
Time (US & Canada) (pfe.gobeidat)
Nov-30-2020 15:53:13 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Nov/30/2020 UNK:UNK
Time (US & Canada) (pfe.gobeidat)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Dec-23-2020 12:51:41 ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat) | End Date Time:

Dec/17/2020 UNK:UNK
Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat YES
Time (US & Canada) (pfe.gobeidat)
6. Toxicity Grade:
Date Location User Value Reason
Jan-20-2021 10:59:10 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat 3
Time (US & Canada) (pfe.gobeidat)
Jan-12-2021 11:33:42 ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat 4
Time (US & Canada) (pfe.gobeidat)
Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat 2
Time (US & Canada) (pfe.gobeidat)

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
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require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Jan-20-2021 ACVOPFEINFP6000 | Kathryn Query 7: Closed Response satisfies query
23:55:29 Sewell
(UTC-06:00) Central (pfe.sewelk02)
Time (US & Canada)
Jan-20-2021 ACVOPFEINFP6000 | auto query Query 8: Deleted Close Auto Query
16:44:58 (autoquery)
(UTC-06:00) Central
Time (US & Canada)
Jan-20-2021 ACVOPFEINFP6000 | auto query Query 7: Answered Transcription Error
16:44:58 (autoquery)
(UTC-06:00) Central
Time (US & Canada)
Jan-20-2021 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
16:44:58 Obeidat YES
(UTC-06:00) Central (pfe.gobeidat) Is this serious event ass
Time (US & Canada) ociated with congenital
anomaly or birth defect
?
NO
Did this serious event r
esult in death?
NO
Did this serious event r
equire or prolong hospi
talization?
YES
Did this serious event r
esult in persistent or sig
nificant disability/incap
acity?
NO
Is this serious event life
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threatening?
NO

Other medically import
ant serious event

NO

Jan-20-2021 ACVOPFEINFP6000 | Kathryn Query 7: Reissued:Open | CLINICAL Head Injury

11:13:44 Sewell ed event serious criteria are

(UTC-06:00) Central (pfe.sewelk02) NOT SAE; however, most

Time (US & Canada) recent SAE report has Head
Injury as YES SAE based
on medically Imp criterion.
Event Head injury needs to
have the same serious level
in both AE and SAE.
Please update where
needed

Jan-20-2021 ACVOPFEINFP6000 | auto query Query 8: Candidate For AE Head Injury:

10:59:47 (autoquery) Response to "Is the adverse

(UTC-06:00) Central event serious?" is 'No' but

Time (US & Canada) "Serious Adverse Event
Number" is present.

Jan-20-2021 ACVOPFEINFP6000 | auto query Query 7: Answered Transcription Error

10:59:47 (autoquery)

(UTC-06:00) Central

Time (US & Canada)

Jan-20-2021 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

10:59:47 Obeidat NO

(UTC-06:00) Central (pfe.gobeidat)

Time (US & Canada)

Jan-13-2021 ACVOPFEINFP6000 | Kathryn Query 7: Reissued:Open | CLINICAL Thank you.

17:17:45 Sewell ed Please submit a SAE safety

(UTC-06:00) Central (pfe.sewelk02) followup to harmonize

Time (US & Canada) reporting of the serious
criterion 'Life-threatening'
for the event of Head
Injury; SAE report has
criterion of '"Medically
Important' currently
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Jan-12-2021 ACVOPFEINFP6000 | Gabricla Query 7: Answered data updated
11:34:31 Obeidat
(UTC-06:00) Central (pfe.gobeidat)
Time (US & Canada)
Jan-11-2021 ACVOPFEINFP6000 | Kathryn Query 7: Opened Clinical Event of Head
17:27:54 Sewell Trauma serious criteria is
(UTC-06:00) Central (pfe.sewelk02) Life Threatening; however,
Time (US & Canada) in SAE report serious
criteria is Med Important.
Also severity grade is 2,
whereas Life Threatening
would be 4. Please review
serious criteria, harmonize
reporting, and update
Jan-11-2021 ACVOPFEINFP6000 |Kathryn Query 6: Closed event of Head Injury is
17:24:08 Sewell returned to SAE
(UTC-06:00) Central (pfe.sewelk02)
Time (US & Canada)
Jan-11-2021 ACVOPFEINFP6000 | Kathryn Query 5: Closed Response satisfies query
17:23:36 Sewell
(UTC-06:00) Central (pfe.sewelk02)
Time (US & Canada)
Jan-11-2021 ACVOPFEINFP6000 | auto query Query 6: Answered Transcription Error
13:59:32 (autoquery)
(UTC-06:00) Central
Time (US & Canada)
Jan-11-2021 ACVOPFEINFP6000 [ auto query Query 5: Answered Transcription Error
13:59:32 (autoquery)
(UTC-06:00) Central
Time (US & Canada)
Jan-11-2021 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
13:59:32 Obeidat YES
(UTC-06:00) Central (pfe.gobeidat) Is this serious event ass
Time (US & Canada) ociated with congenital
anomaly or birth defect
9
NO
Did this serious event r
esult in death?
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NO

Did this serious event r
equire or prolong hospi
talization?

NO

Did this serious event r
esult in persistent or sig
nificant disability/incap
acity?

NO

Is this serious event life
threatening?

YES

Other medically import
ant serious event

NO

Jan-08-2021 ACVOPFEINFP6000 [ Ricell Ann Query 6: Reissued:Open | SAE RECON 1: The event

05:20:01 Piojo ed head Injury was reported as

(UTC-06:00) Central (pfe.quitor) serious in Safety database.

Time (US & Canada) Please confirm
seriousness.If needs to be
downgraded to non serious,
please submit a follow up
form.

Jan-07-2021 ACVOPFEINFP6000 | Kathryn Query 5: Reissued:Open | The Fall SAE is reported

19:03:53 Sewell ed itself & a fall could occur

(UTC-06:00) Central (pfe.sewelk02) with no fracture or other

Time (US & Canada) injury. Please assess the
event for serious criteria
and report as a SAE if the
event meets one or more
criteria (including
disability)

Jan-07-2021 ACVOPFEINFP6000 | Rocio Query 6: Answered AE is result of SAE of Fall
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18:11:58 Gutierrez and reported in SAE form

(UTC-06:00) Central (pfe rgutierrez) as such. Please advise.

Time (US & Canada)

Jan-07-2021 ACVOPFEINFP6000 | Rocio Query 5: Answered AE is result of SAE of Fall

18:11:39 Gutierrez and reported in SAE form

(UTC-06:00) Central (pfe rgutierrez) as such. Please advise.

Time (US & Canada)

Dec-31-2020 ACVOPFEINFP6000 | Ricell Ann Query 6: Opened SAE

01:45:59 Piojo RECON:AER#2020473499

(UTC-06:00) Central (pfe.quitor) Head injury(onset

Time (US & Canada) date:29Nov2020)was
reported as serious in
Safety database but
nonserious in AE CRF.
Please confirm and update
CREF. If safety update is
required, submit a
follow-up SAE Form.

Dec-31-2020 ACVOPFEINFP6000 | Ricell Ann Query 4: Closed Response satisfies query

01:44:56 Piojo

(UTC-06:00) Central (pfe.quitor)

Time (US & Canada)
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Back to Form

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
Dec-30-2020 03:19:38 [ ACVOPFEINFP6000 | Sonal K Query 4: Opened For AE Head
(UTC-06:00) Central (pfe.ks66) Injury: Response to
Time (US & Canada) "Is the adverse

event serious?" is
"No' but "Serious
Adverse Event
Number" is present.

Dec-23-2020 15:59:49 [ ACVOPFEINFP6000 | Kathryn Query 5: Opened CLINICAL Serious
(UTC-06:00) Central Sewell criteria for event of
Time (US & Canada) (pfe.sewelk02) Head Injury are NO;

however, SAE
report has Head
Injury as a SAE
based on the
criterion of
Medically
Important/
Significant. Please
review, harmonize
reporting, and
update in the

appropriate

location.
Dec-23-2020 12:54:48 [ ACVOPFEINFP6000 | auto query Query 4: Candidate For AE Head
(UTC-06:00) Central (autoquery) Injury: Response to
Time (US & Canada) "Is the adverse

event serious?" is
'No' but "Serious
Adverse Event
Number" is present.

Dec-23-2020 12:54:48 [ ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
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Time (US & Canada)

Dec-23-2020 12:54:48 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

Dec-23-2020 12:52:03 | ACVOPFEINFP6000 | auto query Query 3: Opened 'Is the adverse event

(UTC-06:00) Central (autoquery) serious?' is marked

Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one
seriousness criterion
is expected to be
YES for serious
events. Please
review and update
as appropriate.

Dec-23-2020 12:52:03 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information

(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat) Is this serious event associat

ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization
?

NO
Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thre
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atening?
NO

Other medically important s
erious event

Time (US & Canada)

NO

Dec-04-2020 01:41:45 | ACVOPFEINFP6000 | Swetha Query 2: Closed AE deleted

(UTC-06:00) Central Thangellapally

Time (US & Canada) (pfe.thangs22)

Dec-03-2020 13:03:20 | ACVOPFEINFP6000 | Kathryn Query 2: Reissued:Candidate | AE deleted

(UTC-06:00) Central Sewell

Time (US & Canada) (pfe.sewelk02)

Dec-01-2020 13:03:56 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-01-2020 10:19:13 | ACVOPFEINFP6000 | Kathryn Query 2: Opened CLINICAL - SAE

(UTC-06:00) Central Sewell criterion is

Time (US & Canada) (pfe.sewelk02) 'Hospitalization';
however, SAE
report criterion
states only
'Medically
Significant'. Please
review, harmonize
reporting, and
update in the
appropriate
location. Note 2
criteria is an
acceptable option.

Dec-01-2020 03:36:45 [ ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Head

(UTC-06:00) Central (autoquery) Injury: Response to

"Is the adverse
event serious?" is
'"Yes' but "Serious
Adverse Event
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Number" is blank.

Nov-30-2020 15:53:13
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Gabriela
Obeidat
(pfe.gobeidat)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO
Did this serious event requir
e or prolong hospitalization
?

YES
Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Initial Entry

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

Date

Location

User

Value

Reason

Nov-30-2020 15:53:13
(UTC-06:00) Central

Time (US & Canada)

ACVOPFEINFP6000

Gabriela
Obeidat
(pfe.gobeidat)

Data Entry:
NO

Initial Entry
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9. Is this event related to study treatment:
Date Location User Value Reason
Jan-07-2021 19:02:13 | ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies
(UTC-06:00) Central Sewell query
Time (US & Canada) (pfe.sewelk02)
Jan-07-2021 18:12:40 | ACVOPFEINFP6000 |auto query Query 2: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Jan-07-2021 18:12:40 | ACVOPFEINFP6000 |Rocio Data Entry: Transcription Error
(UTC-06:00) Central Gutierrez NOT RELATED
Time (US & Canada) (pfe rgutierrez) | If Not Related to study treat
ment(s), this event is due to
OTHER
If Other, specify:
Fall
Dec-27-2020 09:09:24 | ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical Please
(UTC-06:00) Central Sewell update or clarify this
Time (US & Canada) (pfe.sewelk02) OTHER
Relationship for the
event. The choice of
Non-Drug
Treatments means a
Procedure/Surgery
caused this HEAD
INJURY. Is that
correct? If Pt Fell,
refer to CRF
8.50.2.2 Specific
Guidance for Falls.
Dec-01-2020 14:25:02 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Response satisfies
(UTC-06:00) Central (pfe.kolbek01) query
Time (US & Canada)
Dec-01-2020 13:03:56 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
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Dec-01-2020 08:10:04 [ ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY:
(UTC-06:00) Central (pfe kolbek01) Please update or
Time (US & Canada) clarify this
Relationship for
Head Injury. The
choice of Non-Drug
Treatments means a
Procedure/Surgery
caused this HEAD
INJURY. Is that
correct? If Pt Fell,
refer to CRF
8.50.2.2. Specific
Guidance for Falls.
Nov-30-2020 15:56:59 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to
CONCOMITANT NON-
DRUG TREATMENT
Nov-30-2020 15:53:42 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to
OTHER
Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-30-2020 15:53:13 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT APPLICABLE
Time (US & Canada) (pfe.gobeidat)
11. Was a Concomitant Medication given?
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Date Location User Value Reason
Jan-20-2021 23:56:12 ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies
(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Jan-20-2021 11:00:04 ACVOPFEINFP6000 [ auto query Query 2: Answered Transcription Error
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-20-2021 11:00:04 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat)

Jan-13-2021 17:22:53 ACVOPFEINFP6000 |Kathryn Query 2: Opened CLINICAL SAE
(UTC-06:00) Central Sewell report states that a
Time (US & Canada) (pfe.sewelk02) seizure prophylaxis

medication was
prescribed due to
Head Injury event.
Please review Con
Medication given,
and update if

required

Jan-13-2021 17:22:15 ACVOPFEINFP6000 | Kathryn Query 1: Closed will re-word

(UTC-06:00) Central Sewell

Time (US & Canada) (pfe.sewelk02)

Jan-13-2021 17:21:32 ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL SAE

(UTC-06:00) Central Sewell report states that a

Time (US & Canada) (pfe.sewelk02) seizure prophylaxis
medication was
prescribed due to
Head Injury event.
Please review Con
Medication given,
and update if
required.

Nov-30-2020 15:53:13 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
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Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

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

Date Location User Value Reason

Jan-28-2021 ACVOPFEINFP6000 | Gladys Noi Query 2: Closed | Response satisfies query

08:33:09 (pfe noig)

(UTC-06:00)

Central Time (US

& Canada)

Jan-26-2021 ACVOPFEINFP6000 | Rocio Query 2: Answere | follow up sent to Safety DB as

15:08:06 Gutierrez d resovled; please clarify

(UTC-06:00) (pfe rgutierrez)

Central Time (US

& Canada)

Jan-21-2021 ACVOPFEINFP6000 | Ricell Ann Query 2: Reissued | SAE RECON 1:outcome was

01:12:14 Piojo :Opened reported as NOT

(UTC-06:00) (pfe.quitor) RECOVERED/NOT RESOLVED to

Central Time (US Safety DB however, recorded as

& Canada) RECOVERED/RESOLVED on AE
CREF. Please confirm correct
outcome.

Jan-20-2021 ACVOPFEINFP6000 | auto query Query 3: Closed | Close Auto Query

11:05:22 (autoquery)

(UTC-06:00)

Central Time (US

& Canada)

Jan-20-2021 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

11:05:22 Obeidat RECOVERED/R

(UTC-06:00) (pfe.gobeidat) | ESOLVED

Central Time (US

& Canada)

Jan-20-2021 ACVOPFEINFP6000 | auto query Query 3: Opened | For AE Head Injury: Response to

11:05:09 (autoquery) "What was the outcome of this

(UTC-06:00) adverse event?" is 'Not

Central Time (US Recovered/Not Resolved' but AE

& Canada) End Date/Time is present.
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Jan-20-2021 ACVOPFEINFP6000 | auto query Query 2: Answere | Transcription Error

11:05:09 (autoquery) d

(UTC-06:00)

Central Time (US

& Canada)

Jan-20-2021 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

11:05:09 Obeidat NOT RECOVER

(UTC-06:00) (pfe.gobeidat) [ ED/NOT RESOL

Central Time (US VED

& Canada)

Jan-13-2021 ACVOPFEINFP6000 | Ricell Ann Query 2: Opened | SAE

04:20:25 Piojo RECON:AER#2020473499,0outcome

(UTC-06:00) (pfe.quitor) was reported as NOT

Central Time (US RECOVERED/NOT RESOLVED to

& Canada) Safety DB however, recorded as
RECOVERED/RESOLVED on AE
CREF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 1: Closed | Close Auto Query

12:55:19 (autoquery)

(UTC-06:00)

Central Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 [ Gabriela Data Entry: New Information

12:55:19 Obeidat RECOVERED/R

(UTC-06:00) (pfe.gobeidat) | ESOLVED

Central Time (US

& Canada)

Dec-23-2020 ACVOPFEINFP6000 | auto query Query 1: Opened | For AE Head Injury: Response to

12:51:41 (autoquery) "What was the outcome of this

(UTC-06:00) adverse event?" is 'Not

Central Time (US Recovered/Not Resolved' but AE

& Canada) End Date/Time is present.

Nov-30-2020 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

15:53:13 Obeidat NOT RECOVER

(UTC-06:00) (pfe.gobeidat) [ ED/NOT RESOL

Central Time (US VED

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

Date Location User Value Reason
Nov-30-2020 15:53:13 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
Dec-01-2020 03:36:45 ACVOPFEINFP6000 |Ricell Ann | Data Entry: Initial Entry
(UTC-06:00) Central Piojo 2020473499
Time (US & Canada) (pfe.quitor)
Page 430 of 492
***Confidential ***

FDA-CBER-2021-5683-0007768




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Site No: 1096
Subject No: 10961017

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category:

Date Location User Value Reason

Nov-30-2020 15:54:58 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Nov-30-2020 15:54:58 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry

(UTC-06:00) Central (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-20-2021 11:21:40 ACVOPFEINFP6000 | Kathryn Query 1: Closed event Broken

(UTC-06:00) Central Sewell Sacrum was made

Time (US & Canada) (pfe.sewelk02) a SAE

Jan-13-2021 17:27:19 ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL As

(UTC-06:00) Central Sewell event of Broken

Time (US & Canada) (pfe.sewelk02) Sacrum is not a
SAE, please
submit a SAE
safety update
removing the 2nd
half of the event
term 'Head Injury
and Broken
Sacrum'

Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat BROKEN SACRUM

Time (US & Canada) (pfe.gobeidat)

4. Start Date Time:

Date Location User Value Reason

Page 431 0of 492
*#*Confidential***

FDA-CBER-2021-5683-0007769




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Nov/29/2020 UNK:UNK

Time (US & Canada) (pfe.gobeidat)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat)

6. Toxicity Grade:

Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat 2

Time (US & Canada) (pfe.gobeidat)

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
Jan-21-2021 06:51:08 | ACVOPFEINFP6000 | Ricell Ann Query 11: Closed no longer listed in
(UTC-06:00) Central Piojo SDB listing as of
Time (US & Canada) (pfe.quitor) today
Jan-21-2021 01:16:46 | ACVOPFEINFP6000 | Ricell Ann Query 11: Opened SAE RECON:
(UTC-06:00) Central Piojo AER#202047349,
Time (US & Canada) (pfe.quitor) broken sacrum was
updated to non
serious in AE CRF
while recorded as
serious in Safety
database.Please
confirm seriousness
and update CRF. If
safety update is
required, submit a
follow-up SAE
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Form.

Jan-20-2021 23:57:00 | ACVOPFEINFP6000 | Kathryn Query 4: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Jan-20-2021 16:46:47 | ACVOPFEINFP6000 | auto query Query 10: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-20-2021 16:46:47 | ACVOPFEINFP6000 [auto query Query 9: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-20-2021 16:46:47 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

Jan-20-2021 11:24:06 | ACVOPFEINFP6000 | Kathryn Query 8: Closed Broken sacrum is

(UTC-06:00) Central Sewell now a SAE

Time (US & Canada) (pfe.sewelk02)

Jan-20-2021 11:07:38 ACVOPFEINFP6000 | auto query Query 10: Candidate For AE BROKEN

(UTC-06:00) Central (autoquery) SACRUM:

Time (US & Canada) Response to "Is the
adverse event
serious?" is "Yes' but
"Serious Adverse
Event Number" is
blank.

Jan-20-2021 11:07:38 | ACVOPFEINFP6000 | auto query Query 9: Opened 'Is the adverse event

(UTC-06:00) Central (autoquery) serious?' is marked

Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one seriousness
criterion is expected
to be YES for
serious events.
Please review and
update as
appropriate.

Jan-20-2021 11:07:38 | ACVOPFEINFP6000 | auto query Query 8: Answered New Information

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

Jan-20-2021 11:07:38 | ACVOPFEINFP6000 | auto query Query 4: Answered New Information
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-20-2021 11:07:38 ACVOPFEINFP6000 | Gabricla Data Entry: New Information
(UTC-06:00) Central Obeidat YES

Time (US & Canada)

(pfe.gobeidat) Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization

?

NO
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO
Jan-13-2021 17:48:50 | ACVOPFEINFP6000 | Kathryn Query 4: Reissued:Opened Clinical Yes it is
(UTC-06:00) Central Sewell possible - click the
Time (US & Canada) (pfe.sewelk02) AE term line & at

the bottom of the
screen should be a
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'Select Action' drop
down menu; use
Undelete.

Jan-13-2021 17:23:37 | ACVOPFEINFP6000 | Kathryn Query 6: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Jan-13-2021 04:13:40 | ACVOPFEINFP6000 | Ricell Ann Query 8: Opened SAE RECON:

(UTC-06:00) Central Piojo AER#202047349,

Time (US & Canada) (pfe.quitor) broken sacrum was
recorded as non
serious in AE CRF
while recorded as
serious in Safety
database.Please
confirm seriousness
and update CRF. If
safety update is
required, submit a
follow-up SAE
Form.

Jan-12-2021 13:51:05 | ACVOPFEINFP6000 | auto query Query 7: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-12-2021 13:51:05 | ACVOPFEINFP6000 | auto query Query 5: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-12-2021 13:51:05 [ ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

Jan-12-2021 13:50:08 | ACVOPFEINFP6000 [auto query Query 7: Opened 'Is the adverse event

(UTC-06:00) Central (autoquery) serious?' is marked

Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one seriousness
criterion is expected
to be YES for
serious events.
Please review and
update as
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appropriate.

Jan-12-2021 13:50:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | auto query

(autoquery)

Query 6: Answered

Transcription Error

Jan-12-2021 13:50:08
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Gabriela

Obeidat
(pfe.gobeidat)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization

?

NO
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Transcription Error

Jan-12-2021 11:38:43

ACVOPFEINFP6000 | Gabriela

Query 4: Answered

unable to undelete

(UTC-06:00) Central Obeidat and update "fall" ae
Time (US & Canada) (pfe.gobeidat)
Jan-11-2021 20:47:56 | ACVOPFEINFP6000 | Kathryn Query 6: Opened CLINICAL Broken
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(UTC-06:00) Central
Time (US & Canada)

Sewell sacrum Serious
(pfe.sewelk02) criterion is
Life-Threatening;
however severity
grade is 2. As per
protocol Sect 10.3.3
Life Threatening
=Gr 4 severity. Also
SAE report serious
criterion for Broken
Sacrum is Med
Important. Please
harmonize
reporting/update

Jan-11-2021 20:39:12 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

Kathryn Query 4: Reissued:Opened Clinical - It appears
Sewell that the event FALL
(pfe.sewelk02) has been removed;
however, per CRF
completion
guidelines Sect
8.17.4.2, a traumatic
fall must be
recorded as an AE

Jan-11-2021 14:00:11 | ACVOPFEINFP6000
(UTC-06:00) Central
Time (US & Canada)

auto query Query 5: Candidate For AE BROKEN
(autoquery) SACRUM:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is

blank.

Jan-11-2021 14:00:11 ACVOPFEINFP6000 [ auto query Query 4: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Jan-11-2021 14:00:11 ACVOPFEINFP6000 [ Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat YES
Time (US & Canada) (pfe.gobeidat) Is this serious event associat

ed with congenital anomaly

or birth defect?

NO
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Did this serious event result

in death?

NO

Did this serious event requir
e or prolong hospitalization

?

NO
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

YES

Other medically important s
erious event

NO

Jan-07-2021 19:01:02 | ACVOPFEINFP6000 | Kathryn Query 4: Reissued:Opened CLINICAL The Fall
(UTC-06:00) Central Sewell SAE is reported
Time (US & Canada) (pfe.sewelk02) itself & a fall could
occur with no
fracture or other
injury. Please assess
the event for serious
criteria and report as
a SAE if the event
meets one or more
criteria (including
disability)

090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Jan-07-2021 18:13:08 | ACVOPFEINFP6000 | Rocio Query 4: Answered AE is result of SAE
(UTC-06:00) Central Gutierrez of Fall and reported
Time (US & Canada) (pfe.rgutierrez) in SAE form as

such. Please advise.

Dec-23-2020 16:00:29 | ACVOPFEINFP6000 | Kathryn Query 4: Opened CLINICAL Serious
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(UTC-06:00) Central Sewell criteria for event of

Time (US & Canada) (pfe.sewelk02) broken Sacrum are
NO; however, SAE
report has broken
Sacrum as a SAE
based on the
criterion of
Medically
Important/
Significant. Please
review, harmonize
reporting, and
update in the
appropriate location.

Dec-23-2020 12:56:28 | ACVOPFEINFP6000 [auto query Query 3: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-23-2020 12:56:28 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

Dec-23-2020 12:43:04 | ACVOPFEINFP6000 | auto query Query 3: Candidate For AE BROKEN

(UTC-06:00) Central (autoquery) SACRUM:

Time (US & Canada) Response to "Is the
adverse event
serious?" is "Yes' but
"Serious Adverse
Event Number" is
blank.

Dec-01-2020 15:58:39 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 15:55:47 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Nov-30-2020 15:55:47 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error

(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat) Is this serious event associat

ed with congenital anomaly
or birth defect?
NO
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Did this serious event result
in death?

NO
Did this serious event requir
e or prolong hospitalization
?

YES
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Nov-30-2020 15:54:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Candidate

For AE BROKEN
SACRUM:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Nov-30-2020 15:54:58
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

'Is the adverse event
serious?' is marked
as YES, but
responses to all of
the seriousness
criteria are NO. At
least one seriousness
criterion is expected
to be YES for
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serious events.
Please review and
update as
appropriate.

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

Nov-30-2020 15:54:58 [ ACVOPFEINFP6000 | Gabriela

Obeidat
(pfe.gobeidat)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO
Did this serious event requir
e or prolong hospitalization
?

NO
Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

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
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Nov-30-2020 15:57:16 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

9. Is this event related to study treatment:

Date Location User Value Reason
Feb-04-2021 11:20:21 ACVOPFEINFP6000 | Kathryn Query 4: Closed Response satisfies
(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Feb-03-2021 12:38:21 [ ACVOPFEINFP6000 |auto query Query 4: Answered Changed
(UTC-06:00) Central (autoquery) Information
Time (US & Canada)
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9. Is this event related to study treatment:

Date Location User Value Reason
Feb-03-2021 12:38:21 | ACVOPFEINFP6000 | Yvette Davila | Data Entry: Changed
(UTC-06:00) Central (pfe.ydavila) NOT RELATED Information
Time (US & Canada) If Not Related to study treat
ment(s), this event is due to
OTHER
If Other, specify:
Fall
Feb-03-2021 10:01:10 | ACVOPFEINFP6000 |Kathryn Query 4: Opened Clinical Please
(UTC-06:00) Central Sewell update or clarify this
Time (US & Canada) (pfe.sewelk02) OTHER
Relationship for the
event. The choice of
Non-Drug
Treatments means a
Procedure/Surgery
caused 'Broken
Sacrum'. Is that
correct; note AE of
Fall on the same
day.
Jan-20-2021 16:47:15 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to
CONCOMITANT NON-
DRUG TREATMENT
Jan-07-2021 19:01:20 [ ACVOPFEINFP6000 | Kathryn Query 3: Closed Response satisfies
(UTC-06:00) Central Sewell query
Time (US & Canada) (pfe.sewelk02)
Jan-07-2021 18:13:24 | ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-06:00) Central (autoquery)
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Time (US & Canada)
Jan-07-2021 18:13:24 | ACVOPFEINFP6000 | Rocio Data Entry: Transcription Error
(UTC-06:00) Central Gutierrez NOT RELATED
Time (US & Canada) (pfe rgutierrez) | If Not Related to study treat
ment(s), this event is due to
OTHER
If Other, specify:
Fall
Dec-27-2020 09:10:12 | ACVOPFEINFP6000 | Kathryn Query 3: Opened Clinical Please
(UTC-06:00) Central Sewell update or clarify this
Time (US & Canada) (pfe.sewelk02) OTHER
Relationship for the
event. The choice of
Non-Drug
Treatments means a
Procedure/Surgery
caused this
BROKEN
SACRUM. Is that
correct? If Pt Fell,
refer to CRF
8.50.2.2 Specific
Guidance for Falls.
Dec-02-2020 09:44:35 | ACVOPFEINFP6000 | Karin Kolbe Query 2: Closed Monitor will f/u to
(UTC-06:00) Central (pfe.kolbek01) get data corrected.
Time (US & Canada)
Dec-01-2020 15:45:29 | ACVOPFEINFP6000 | Gabriela Query 2: Answered Original value is
(UTC-06:00) Central Obeidat correct
Time (US & Canada) (pfe.gobeidat)
Dec-01-2020 14:27:42 | ACVOPFEINFP6000 | Karin Kolbe Query 2: Opened CLINQUERY: Per
(UTC-06:00) Central (pfe kolbek01) the SAE Report
Time (US & Canada) provided, the
BROKEN
SACRUM was Due
to a Fall at Home.
Therefore, please
confirm the
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Relationship
(CAUSALITY) field
should be updated to
FALL AT HOME.
Please update or
provide clarification.
Dec-01-2020 14:25:44 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Need updated query
(UTC-06:00) Central (pfe kolbek01)
Time (US & Canada)
Dec-01-2020 08:10:45 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY:
(UTC-06:00) Central (pfe kolbek01) Please update or
Time (US & Canada) clarify this
Relationship for
Broken Sacrum. The
choice of Non-Drug
Treatments means a
Procedure/Surgery
caused this
BROKEN
SACRUM. Is that
correct? If Pt Fell,
refer to CRF
8.50.2.2. Specific
Guidance for Falls.
Nov-30-2020 15:56:43 | ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to
CONCOMITANT NON-
DRUG TREATMENT
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to
OTHER

10. Latest Action Taken with Study Treatment:
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Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT APPLICABLE

Time (US & Canada) (pfe.gobeidat)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

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

Date Location User Value Reason
Jan-20-2021 11:07:09 ACVOPFEINFP6000 | Gabriela Data Entry: Transcription Error
(UTC-06:00) Central Obeidat RECOVERING/RESOLVING

Time (US & Canada) (pfe.gobeidat)

Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RECOVERED/NOT RE

Time (US & Canada) (pfe.gobeidat) [ SOLVED

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

Date Location User Value Reason
Nov-30-2020 15:54:58 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
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Back to Form

1. Category:
Date Location User Value Reason
Jan-26-2021 14:59:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
Jan-11-2021 14:02:15 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription Error
(UTC-06:00) Central (autocalc)
Time (US & Canada)
Dec-01-2020 13:12:26 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Jan-26-2021 14:59:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |3
Time (US & Canada)
Jan-11-2021 14:02:15 ACVOPFEINFP6000 |auto calc |Data Entry: Transcription Error
(UTC-06:00) Central (autocalc)
Time (US & Canada)
Dec-01-2020 13:12:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |3
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Jan-26-2021 ACVOPFEINFP6000 Rocio Gutierrez | Data Entr | Initial Entry
14:59:18 (pfe.rgutierrez) |[y:
(UTC-06:00) Fall
Central Time
US &
Canada)
Jan-13-2021 ACVOPFEINFP6000 Ricell Ann Query 6: event deleted in
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04:18:19 Piojo Closed CRF

(UTC-06:00) (pfe.quitor)

Central Time

(US &

Canada)

Jan-11-2021 ACVOPFEINFP6000 auto query Query 6: Transcription

14:02:15 (autoquery) Answered | Error

(UTC-06:00)

Central Time

(US &

Canada)

Jan-11-2021 ACVOPFEINFP6000 Gabriela Data Entr | Transcription

14:02:15 Obeidat \'H Error

(UTC-06:00) (pfe.gobeidat)

Central Time

(US &

Canada)

Jan-08-2021 ACVOPFEINFP6000 Ricell Ann Query 6: SAE RECON 2:

05:21:49 Piojo Reissued: | Event was

(UTC-06:00) (pfe.quitor) Opened reported as serious

Central Time in Safety

(US & database. Please

Canada) confirm
seriousness for
broken sacrum,

Jan-07-2021 ACVOPFEINFP6000 Rocio Gutierrez | Query 6: Broken sacrum is

18:14:12 (pfe.rgutierrez) | Answered |in AE forms,

(UTC-06:00) please clarify.

Central Time

(US &

Canada)

Dec-31-2020 | ACVOPFEINFP6000 Ricell Ann Query 6: SAE RECON 1:

01:49:44 Piojo Reissued: | Head injury was

(UTC-06:00) (pfe.quitor) Opened added however,

Central Time BROKEN

US & SACRUM is still

Canada) missing in AE
CREF. Please
confirm event
seriousness. If
serious, please
add in AE CRF.
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Otherwise,submit
a follow up AEM
form to
downgrade event
in Safety DB.

Dec-23-2020 ACVOPFEINFP6000 Kathryn Sewell | Query 5: Response satisfies

15:56:46 (pfe.sewelk02) | Closed query

(UTC-06:00)

Central Time

US &

Canada)

Dec-23-2020 ACVOPFEINFP6000 Gabriela Query 6: Changed data per

13:00:35 Obeidat Answered | query

(UTC-06:00) (pfe.gobeidat)

Central Time

(US &

Canada)

Dec-23-2020 ACVOPFEINFP6000 Gabriela Query 5: Changed data per

13:00:25 Obeidat Answered | query

(UTC-06:00) (pfe.gobeidat)

Central Time

US &

Canada)

Dec-17-2020 ACVOPFEINFP6000 Ricell Ann Query 6: SAE RECON:

06:56:09 Piojo Opened AER#202047349,

(UTC-06:00) (pfe.quitor) head injury and

Central Time broken sacrum

(US & inactivated in

Canada) Inform while still
recorded as SAEs
in Safety
database.Per CRF
CG 8.50.2.2
When a fall
results in an
injury, both the
injury and the fall
should be
recorded as AEs.
Please confirm.

Dec-09-2020 | ACVOPFEINFP6000 Kathryn Sewell | Query 5: CLINICAL SAE

12:12:20 (pfe.sewelk02) | Opened report reports
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(UTC-06:00) SAE of FALL,

Central Time and the individual

(US & events of Head

Canada) Injury and Broken
Sacrum. Have
these SAEs been
deleted because
they are not SAEs,
or inadvertently?
SAEs on AE CRF
and SAE report
must match;
please update as
appropriate.

Dec-03-2020 ACVOPFEINFP6000 Kathryn Sewell | Query 3: Query closed; will

12:58:33 (pfe.sewelk02) [ Closed follow up on

(UTC-06:00) correct event

Central Time

(US &

Canada)

Dec-03-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 4: Discrepancy has

12:05:23 Oracle Closed been closed.

(UTC-06:00) (pfe. PFETMS)

Central Time

(US &

Canada)

Dec-03-2020 | ACVOPFEINFP6000 auto query Query 4: Transcription

10:46:45 (autoquery) Answered | Error

(UTC-06:00)

Central Time

US &

Canada)

Dec-03-2020 | ACVOPFEINFP6000 Lizatte Data Entr | Transcription

10:46:45 Martinez A Error

(UTC-06:00) (pfe.lmartinez1) | Fall

Central Time

(US &

Canada)

Dec-02-2020 ACVOPFEINFP6000 Yvette Davila Query 3: safety report was

12:52:35 (pfe.ydavila) Answered | updated and faxed

(UTC-06:00)

Central Time
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US &
Canada)

Dec-02-2020 ACVOPFEINFP6000

Karin Kolbe Query 1:

Monitor will f/u to

09:44:35 (pfe.kolbek01) [ Closed get data corrected.

(UTC-06:00)

Central Time

(US &

Canada)

Dec-02-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PEETMS Query 4: Multiple concepts

05:16:37 Oracle Opened in the term FALL

(UTC-06:00) (pfe. PFETMS) RELATED

Central Time INJURIES

(US & (HEAD INJURY

Canada) & BROKEN
SACRUM). Split
the term into
FALL and HEAD
INJURY and
BROKEN
SACRUM and
submit as 3
separate entries.
Thank you.

Dec-01-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFEETMS Query 2: Discrepancy has

19:58:21 Oracle Closed been closed.

(UTC-06:00) (pfe. PEETMS)

Central Time

(US &

Canada)

Dec-01-2020 ACVOPFEINFP6000 Kathryn Sewell | Query 3: CLINICAL Please

16:48:24 (pfe.sewelk02) | Opened submit a SAE

(UTC-06:00) safety update with

Central Time further

(US & information on the

Canada) event Head Injury,
including location
(superficial,
cranial, brain),
symptoms and
results of the
evaluation for this
injury.
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Dec-01-2020 | ACVOPFEINFP6000 auto query Query 2: New Information

15:59:49 (autoquery) Answered

(UTC-06:00)

Central Time

(US &

Canada)

Dec-01-2020 | ACVOPFEINFP6000 auto query Query 1: New Information

15:59:49 (autoquery) Answered

(UTC-06:00)

Central Time

(US &

Canada)

Dec-01-2020 ACVOPFEINFP6000 Gabriela Data Entr | New Information

15:59:49 Obeidat \H

(UTC-06:00) (pfe.gobeidat) | Fall Relate

Central Time d Injuries (

US & head injur

Canada) y & broke

n sacrum)

Dec-01-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFEETMS Query 2: Multiple concepts

15:29:27 Oracle Opened in the term FALL

(UTC-06:00) (pfe. PFETMS) RELATED

Central Time INJURIES. Split

(US & the term into

Canada) FALL and
INJURIES and
report as separate
entries. Thank
you.

Dec-01-2020 ACVOPFEINFP6000 Karin Kolbe Query 1: CLINQUERY: Per

14:29:17 (pfe.kolbek01) | Opened the SAE Report,

(UTC-06:00) please re-enter the

Central Time Adverse Event of

(US & HEAD INJURY

Canada) with a
Relationship
(CAUSALITY) of
FALL AT HOME.
Please update this
AE Record with
the AE of Head
Injury.
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Dec-01-2020 | ACVOPFEINFP6000 Gabriela Data Entr | Initial Entry

13:12:26 Obeidat \'H

(UTC-06:00) (pfe.gobeidat) | Fall Relate

Central Time d Injuries

(US &

Canada)

4. Start Date Time:

Date Location User Value Reason

Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat Nov/29/2020 UNK:UNK

Time (US & Canada) (pfe.gobeidat)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-09-2020 12:05:35 | ACVOPFEINFP6000 | Kathryn Query 1: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Dec-07-2020 15:25:30 | ACVOPFEINFP6000 [ auto query Query 1: Answered Per query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-07-2020 15:25:30 | ACVOPFEINFP6000 | Rocio Data Entry: Per query

(UTC-06:00) Central Gutierrez NO

Time (US & Canada) (pfe rgutierrez) | End Date Time:

Nov/29/2020 UNK:UNK

Dec-07-2020 07:41:57 | ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL -

(UTC-06:00) Central Sewell please enter stop

Time (US & Canada) (pfe.sewelk02) date for event of
Fall, which was
completed at the
end of the fall.

Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat)

6. Toxicity Grade:

Date Location User Value Reason
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Dec-01-2020 13:12:26
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Gabriela Data Entry:
Obeidat 2
(pfe.gobeidat)

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

Feb-01-2021 09:02:37 | ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Jan-26-2021 14:59:34 | ACVOPFEINFP6000 | auto query Query 4: Candidate For AE Fall:

(UTC-06:00) Central (autoquery) Response to "Is the

Time (US & Canada) adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Jan-26-2021 14:59:34 ACVOPFEINFP6000 |Rocio Data Entry: Changed

(UTC-06:00) Central Gutierrez NO Information

Time (US & Canada) (pfe rgutierrez)

Dec-09-2020 12:06:21 [ ACVOPFEINFP6000 | Kathryn Query 3: Closed Response satisfies

(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Dec-07-2020 15:34:09 [ ACVOPFEINFP6000 | Rocio Query 3: Answered confirmed.

(UTC-06:00) Central Gutierrez

Time (US & Canada) (pfe rgutierrez)

Dec-04-2020 04:04:19 [ ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-03-2020 13:06:03 | ACVOPFEINFP6000 | Kathryn Query 3: Opened CLINICAL -

(UTC-06:00) Central Sewell severity criteria for

Time (US & Canada) (pfe.sewelk02) each AE should be
determined alone;
so please confirm
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that the fall all by
itself would be
considered serious
on the basis of
requiring
hospitalization?
Injuries from fall
are determined
separately.

Dec-03-2020 13:05:28
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Kathryn
Sewell
(pfe.sewelk02)

Query 2: Deleted

move from
candidate to open

Dec-03-2020 13:01:29
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

Kathryn
Sewell
(pfe.sewelk02)

Query 2: Candidate

CLINICAL -
severity criteria for
each AE should be
determined alone;
so please confirm
that the fall all by
itself would be
considered serious
on the basis of
requiring
hospitalization? Fall
injuries are
determined
separately.

Dec-03-2020 10:46:45
(UTC-06:00) Central

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Candidate

For AE Fall :
Response to "Is the

Time (US & Canada) adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.
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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
Dec-01-2020 15:59:49 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Fall
(UTC-06:00) Central (autoquery) Related Injuries
Time (US & Canada) (head injury &

broken sacrum):
Response to "Is
the adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Fall
(UTC-06:00) Central (autoquery) Related Injuries:
Time (US & Canada) Response to "Is

the adverse event
serious?" is "Yes'
but "Serious
Adverse Event
Number" is blank.

Dec-01-2020 13:12:26 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat) | Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?
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YES
Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

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.

Time (US & Canada)

(pfe rgutierrez)

If Not Related to study treat
ment(s), this event is due to:

OTHER

Date Location User Value Reason
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO

Time (US & Canada) (pfe.gobeidat)

9. Is this event related to study treatment:

Date Location User Value Reason
Dec-21-2020 10:37:11 | ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies
(UTC-06:00) Central Sewell query

Time (US & Canada) (pfe.sewelk02)

Dec-18-2020 17:31:50 | ACVOPFEINFP6000 | auto query Query 2: Answered updated
(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-18-2020 17:31:50 | ACVOPFEINFP6000 | Rocio Data Entry: updated
(UTC-06:00) Central Gutierrez NOT RELATED

***Confidential ***

Page 457 of 492

FDA-CBER-2021-5683-0007795




090177e196ae30a0\Final\Final On: 01-Apr-2021 04:10 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

If Other, specify:
Fall at home

Dec-09-2020 12:08:06 | ACVOPFEINFP6000 | Kathryn Query 2: Opened CLINICAL -

(UTC-06:00) Central Sewell Followup on

Time (US & Canada) (pfe.sewelk02) relationship to
'concomitant
non-drug
treatment';
however, previous
query stated this
would be updated
to 'fall at home'.
Please clarify
'Other' causality for
this SAE.

Dec-02-2020 09:44:35 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Monitor will f/u to

(UTC-06:00) Central (pfe kolbek01) get data corrected.

Time (US & Canada)

Dec-01-2020 16:00:00 [ ACVOPFEINFP6000 | Gabriela Query 1: Answered Original value is

(UTC-06:00) Central Obeidat correct

Time (US & Canada) (pfe.gobeidat)

Dec-01-2020 14:32:50 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY: Per

(UTC-06:00) Central (pfe kolbek01) the SAE Report

Time (US & Canada) provided, the
HEAD INJURY
was Due to a Fall at
Home. Therefore,
please confirm the
Relationship
(CAUSALITY)
field should be
updated to FALL
AT HOME. Please
update or provide
clarification.

Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat NOT RELATED

Time (US & Canada) (pfe.gobeidat) If Not Related to study treat

ment(s), this event is due to:
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CONCOMITANT NON-D
RUG TREATMENT
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT APPLICABLE
Time (US & Canada) (pfe.gobeidat)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-07-2020 15:26:55 | ACVOPFEINFP6000 |auto query Query 1: Closed Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-07-2020 15:26:55 | ACVOPFEINFP6000 | Rocio Data Entry: Fall resolved on the
(UTC-06:00) Central Gutierrez RECOVERED/RESOLVED | same day subject
Time (US & Canada) (pfe rgutierrez) fell. Updated per
DM query.
Dec-07-2020 15:25:30 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE Fall :
(UTC-06:00) Central (autoquery) Response to "What
Time (US & Canada) was the outcome of
this adverse event?"
is 'Not
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Recovered/Not
Resolved' but AE
End Date/Time is
present.
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RECOVERED/NOT RE
Time (US & Canada) (pfe.gobeidat) | SOLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Dec-01-2020 13:12:26 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Feb-01-2021 09:02:37 ACVOPFEINFP6000 |Pamela Benne |Data Entry: not in SDB
(UTC-06:00) Central prod
Time (US & Canada) (pfe.bennep07)
Dec-04-2020 04:04:19 | ACVOPFEINFP6000 | Ricell Ann Data Entry: Initial Entry
(UTC-06:00) Central Piojo 2020473499
Time (US & Canada) (pfe.quitor)
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#*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location

User

Value

Reason

Dec-01-2020 13:13:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location

User

Value

Reason

Dec-01-2020 13:13:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:

4

Initial Entry

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location

User

Value

Reason

Dec-02-2020
09:44:35
(UTC-06:00)
Central Time
(US &
Canada)

ACVOPFEINFP6000

Karin Kolbe
(pfe kolbek01)

Query 1
: Closed

Monitor will
f/u to get data
corrected.

Dec-02-2020
06:45:15
(UTC-06:00)
Central Time
(US &
Canada)

ACVOPFEINFP6000

Jeffrey Signora
TMSQUERY

(pfe.signoj01_tmsquery)

Query 2
: Closed

Response
satisfies

query

Dec-01-2020
15:50:33
(UTC-06:00)
Central Time
(US &
Canada)

ACVOPFEINFP6000

auto query (autoquery)

Query 2
: Answe
red

Transcription
Error

Dec-01-2020 | ACVOPFEINFP6000

auto query (autoquery)

Query 1

Transcription
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15:50:33 : Answe | Error

(UTC-06:00) red

Central Time

(US &

Canada)

Dec-01-2020 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2 | Multiple

15:29:48 (pfe. PFETMS) : Opene | concepts in

(UTC-06:00) d the term

Central Time FALL

(US & RELATED

Canada) INJURIES.
Split the term
into FALL
and
INJURIES
and report as
separate
entries.
Thank you.

Dec-01-2020 | ACVOPFEINFP6000 Karin Kolbe Query 1 | Per the SAE

14:30:49 (pfe kolbek01) : Opene | Report, the

(UTC-06:00) d Patient had a

Central Time FALL at

(US & Home.

Canada) Therefore,
per CRF
Guidelines,
this AE Term
should just be
FALL. The
injuries of
Head Injury
and Broken
Sacrum need
be captured
as separate
AE Events.
Please update
the data
accordingly.

Dec-01-2020 | ACVOPFEINFP6000 Gabriela Obeidat Data E | Initial Entry

13:13:24 (pfe.gobeidat) ntry:
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*** THIS REPEATING FORM HAS BEEN DELETED ***

(UTC-06:00) Fall Rel

Central Time ated Inj

(US & uries

Canada)

4. Start Date Time:

Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Nov/29/2020 UNK:UNK

Time (US & Canada) (pfe.gobeidat)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat)

6. Toxicity Grade:

Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat 2

Time (US & Canada) (pfe.gobeidat)

If Yes, NOTIFY PFIZER

7. Is the adverse event serious?

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).

***Confidential ***

Date Location User Value Reason

Dec-01-2020 15:50:33 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Fall

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

Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Dec-01-2020 13:13:24
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Gabricla
Obeidat
(pfe.gobeidat)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bi
rth defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabi
lity/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

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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*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
9. Is this event related to study treatment:
Date Location User Value Reason
Dec-02-2020 09:44:35 [ ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Monitor will f/u to
(UTC-06:00) Central (pfe.kolbek01) get data corrected.
Time (US & Canada)
Dec-01-2020 15:50:33 [ ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-01-2020 14:35:13 [ ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY: For
(UTC-06:00) Central (pfe.kolbek01) the AE of FALL,
Time (US & Canada) the Relationship
(CAUSALITY)
field should reflect
the SAE report
which is FALL AT
HOME. Please
update the data
accordingly.
Dec-01-2020 13:13:24 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RELATED
Time (US & Canada) (pfe.gobeidat) If Not Related to study treat
ment(s), this event is due to:
CONCOMITANT NON-D
RUG TREATMENT
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT APPLICABLE
Time (US & Canada) (pfe.gobeidat)
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11. Was a Concomitant Medication given?

Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-01-2020 13:13:24 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-01-2020 13:13:24 | ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NOT RECOVERED/NOT RES
Time (US & Canada) (pfe.gobeidat) [ OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Dec-01-2020 13:13:24 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat NO
Time (US & Canada) (pfe.gobeidat)
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Back to Form

1. Category:

Date Location User Value Reason
Dec-03-2020 10:49:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Dec-03-2020 10:49:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |5

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Dec-09-2020 12:53:50 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Closed query on deleted
(UTC-06:00) Central (pfe.sewelk02) AE

Time (US & Canada)

Dec-08-2020 16:44:42 | ACVOPFEINFP6000 | Gabriela Query 2: Answered Original value is
(UTC-06:00) Central Obeidat correct

Time (US & Canada) (pfe.gobeidat)

Dec-03-2020 13:00:03 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Opened CLINICAL Please
(UTC-06:00) Central (pfe.sewelk02) submit a SAE
Time (US & Canada) safety update with

further information
on the event Head
Injury, including
location
(superficial,
cranial, brain),
symptoms and
results of the
evaluation for this
injury. Not
included in 01Dec
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update.

Dec-03-2020 12:59:14 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed will re-word

(UTC-06:00) Central (pfe.sewelk02)

Time (US & Canada)

Dec-03-2020 12:51:51 | ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Opened CLINICAL Please

(UTC-06:00) Central (pfe.sewelk02) submit a SAE

Time (US & Canada) safety update with
further information
on the event Head
Injury, including
location
(superficial,
cranial, brain),
symptoms and
results of the
evaluation for this
injury.

Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez Head Injury

Time (US & Canada) (pfe.lmartinez1)

4. Start Date Time:

Date Location User Value Reason

Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez Nov/29/2020 UNK:UNK

Time (US & Canada) (pfe.Imartinez1)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez YES

Time (US & Canada) (pfe.Imartinez1)

6. Toxicity Grade:

Date Location User Value Reason

Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez 2
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Time (US & Canada)

(pfe.lmartinezl)

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

Dec-09-2020 12:53:50 [ ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Closed query on deleted AE

(UTC-06:00) Central (pfe.sewelk02)

Time (US & Canada)

Dec-08-2020 22:56:34 | ACVOPFEINFP6000 | Astrud van der | Query 3: Closed data deleted

(UTC-06:00) Central Merwe

Time (US & Canada) (pfe.vandea62)

Dec-08-2020 16:44:59 [ ACVOPFEINFP6000 | Gabriela Query 3: Answered Original value is

(UTC-06:00) Central Obeidat correct

Time (US & Canada) (pfe.gobeidat)

Dec-08-2020 16:43:13 | ACVOPFEINFP6000 | auto query Query 3: Opened 'Is the adverse event

(UTC-06:00) Central (autoquery) serious?' is marked

Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one
seriousness criterion
is expected to be
YES for serious
events. Please
review and update
as appropriate.

Dec-08-2020 16:43:13 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-08-2020 16:43:13 [ ACVOPFEINFP6000 | Gabriela Data Entry: New Information

(UTC-06:00) Central Obeidat YES

Time (US & Canada) (pfe.gobeidat) Is this serious event associa
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*** THIS REPEATING FORM HAS BEEN DELETED ***

ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

NO
Did this serious event requi
re or prolong hospitalizatio
n?

NO
Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Dec-04-2020 04:04:38 | ACVOPFEINFP6000 [ auto query Query 1: Deleted Close Auto Query

(UTC-06:00) Central (autoquery)

Time (US & Canada)

Dec-03-2020 12:56:26 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Opened CLINICAL - SAE

(UTC-06:00) Central (pfe.sewelk02) criterion is

Time (US & Canada) 'Hospitalization';
however, SAE
report criterion for
Head Injury states
only 'Medically
Significant'. Please
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review, harmonize
reporting, and
update in the
appropriate location.
Note 2 criteria is an
acceptable option.

Time (US & Canada)

(pfe.Imartinez1)

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

NO
Did this serious event requi
re or prolong hospitalizatio
n?

YES
Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thre
atening?

NO

Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Head Injury

(UTC-06:00) Central (autoquery) : Response to "Is the

Time (US & Canada) adverse event
serious?" is "Yes' but
"Serious Adverse
Event Number" is
blank.

Dec-03-2020 10:49:36 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry

(UTC-06:00) Central Martinez YES
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Other medically important s
erious event

NO

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
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.lmartinez1)
9. Is this event related to study treatment:
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT RELATED
Time (US & Canada) (pfe.lmartinez1) | If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
Fall
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT APPLICABLE
Time (US & Canada) (pfe.Imartinez1)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
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*** THIS REPEATING FORM HAS BEEN DELETED ***

12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT RECOVERED/NOT RE
Time (US & Canada) (pfe.lmartinez1) | SOLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Dec-03-2020 10:49:36 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Dec-04-2020 04:04:38 ACVOPFEINFP6000 [Ricell Ann | Data Entry: Initial Entry
(UTC-06:00) Central Piojo 2020473499
Time (US & Canada) (pfe.quitor)
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Back to Form

1. Category:
Date Location User Value Reason
Dec-03-2020 10:50:59 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Dec-03-2020 10:50:59 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |6
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Broken Sacrum
Time (US & Canada) (pfe.lmartinez1)
4. Start Date Time:
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez Nov/29/2020 UNK:UNK
Time (US & Canada) (pfe.Imartinez1)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez YES
Time (US & Canada) (pfe.Imartinez1)
6. Toxicity Grade:
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Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez 2

Time (US & Canada) (pfe.Imartinez1)

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

Dec-09-2020 12:53:50 | ACVOPFEINFP6000 | Kathryn Sewell |Query 2: Closed query on deleted AE

(UTC-06:00) Central (pfe.sewelk02)

Time (US & Canada)

Dec-09-2020 00:42:43 [ ACVOPFEINFP6000 | Vikas Joshi Query 3: Closed Closed as logline is

(UTC-06:00) Central (pfe.joshiv22) deleted

Time (US & Canada)

Dec-08-2020 16:45:38 [ ACVOPFEINFP6000 | Gabriela Query 3: Answered Original value is

(UTC-06:00) Central Obeidat correct

Time (US & Canada) (pfe.gobeidat)

Dec-08-2020 16:45:25 | ACVOPFEINFP6000 |auto query Query 3: Opened 'Is the adverse event

(UTC-06:00) Central (autoquery) serious?' is marked

Time (US & Canada) as YES, but
responses to all of
the seriousness
criteria are NO. At
least one
seriousness criterion
is expected to be
YES for serious
events. Please
review and update
as appropriate.

Dec-08-2020 16:45:25 [ ACVOPFEINFP6000 | auto query Query 2: Answered New Information

(UTC-06:00) Central (autoquery)

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

Dec-08-2020 16:45:25 | ACVOPFEINFP6000 | Gabriela Data Entry: New Information
Obeidat YES
(pfe.gobeidat) Is this serious event associa

Time (US & Canada)

ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requi
re or prolong hospitalizatio
n?

NO

Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO
Dec-04-2020 04:04:56 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-06:00) Central (autoquery)
Time (US & Canada)
Dec-03-2020 12:57:01 | ACVOPFEINFP6000 | Kathryn Sewell | Query 2: Opened CLINICAL - SAE
(UTC-06:00) Central (pfe.sewelk02) criterion is
Time (US & Canada) 'Hospitalization',
however, SAE
report criterion for
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Site No: 1096
Subject No: 10961017

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Broken Sacrum
states only
'Medically
Significant'. Please
review, harmonize
reporting, and
update in the
appropriate location.
Note 2 criteria is an
acceptable option.

Time (US & Canada)

Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Broken
(UTC-06:00) Central (autoquery) Sacrum: Response
Time (US & Canada) to "Is the adverse
event serious?" is
"Yes' but "Serious
Adverse Event
Number" is blank.
Dec-03-2020 10:50:59 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

(pfe.lmartinezl)

NO

Did this serious event result
in death?

NO

Did this serious event requi
re or prolong hospitalizatio
n?

YES
Did this serious event result
in persistent or significant d

isability/incapacity?

NO
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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, Deleted, Verified

Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961017 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

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
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO

Time (US & Canada) (pfe.lmartinez1)

9. Is this event related to study treatment:

Date Location User Value Reason
Dec-03-2020 10:50:59 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT RELATED

Time (US & Canada) (pfe.Imartinez1) | If Not Related to study treatm

ent(s), this event is due to:
OTHER

If Other, specify:

fall
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT APPLICABLE
Time (US & Canada) (pfe.Imartinez1)
11. Was a Concomitant Medication given?
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

*** THIS REPEATING FORM HAS BEEN DELETED ***

Dec-03-2020 10:50:59 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-03-2020 10:50:59 | ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NOT RECOVERED/NOT RE
Time (US & Canada) (pfe.lmartinez1) | SOLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Dec-03-2020 10:50:59 [ ACVOPFEINFP6000 | Lizatte Data Entry: Initial Entry
(UTC-06:00) Central Martinez NO
Time (US & Canada) (pfe.Imartinez1)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Dec-04-2020 04:04:56 ACVOPFEINFP6000 |Ricell Ann | Data Entry: Initial Entry
(UTC-06:00) Central Piojo 2020473499
Time (US & Canada) (pfe.quitor)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category:

Date Location User Value Reason
Dec-07-2020 15:44:15 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Dec-07-2020 15:44:15 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |7

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Neck Pain

Time (US & Canada) (pfe rgutierrez)

4. Start Date Time:

Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Nov/30/2020 UNK:UNK

Time (US & Canada) (pfe rgutierrez)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Feb-03-2021 16:10:44 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Response satisfies
(UTC-06:00) Central (pfe kolbek01) query

Time (US & Canada)

Feb-03-2021 12:47:44 | ACVOPFEINFP6000 | Yvette Davila | Query 1: Answered next scheduled visit

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

(pfe.ydavila)

is approaching and
will follow up
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Feb-02-2021 16:34:41 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY:

(UTC-06:00) Central (pfe kolbek01) Please determine if

Time (US & Canada) this AE is still
Ongoing as it has
been 64 Days since
Onset Date.

Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry

(UTC-06:00) Central Gutierrez YES

Time (US & Canada) (pfe rgutierrez)

6. Toxicity Grade:

Date Location User Value Reason

Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry

(UTC-06:00) Central Gutierrez 2

Time (US & Canada) (pfe rgutierrez)

7. Is the adverse event ser

If Yes, NOTIFY PFIZER

ious?

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
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
8. Is this adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
9. Is this event related to study treatment:
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT RELATED
Time (US & Canada) (pfe.rgutierrez) | If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
Fall
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT APPLICABLE
Time (US & Canada) (pfe rgutierrez)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez YES
Time (US & Canada) (pfe rgutierrez)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-07-2020 15:44:15 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT RECOVERED/NOT RES
Time (US & Canada) (pfe rgutierrez) | OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Dec-07-2020 15:44:15
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
Gutierrez NO
(pfe rgutierrez)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1096

Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Category:

Date Location User Value Reason
Dec-07-2020 15:45:03 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Dec-07-2020 15:45:03 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |8

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Right Shoulder Pain

Time (US & Canada) (pfe rgutierrez)

4. Start Date Time:

Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez Nov/30/2020 UNK:UNK

Time (US & Canada) (pfe rgutierrez)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Feb-03-2021 16:10:58 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Closed Response satisfies
(UTC-06:00) Central (pfe kolbek01) query

Time (US & Canada)

Feb-03-2021 12:47:55 | ACVOPFEINFP6000 | Yvette Davila | Query 1: Answered next scheduled visit

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

(pfe.ydavila)

is approaching and
will follow up
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Feb-02-2021 16:34:58 | ACVOPFEINFP6000 | Karin Kolbe Query 1: Opened CLINQUERY:

(UTC-06:00) Central (pfe kolbek01) Please determine if

Time (US & Canada) this AE is still
Ongoing as it has
been 64 Days since
Onset Date.

Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry

(UTC-06:00) Central Gutierrez YES

Time (US & Canada) (pfe rgutierrez)

6. Toxicity Grade:

Date Location User Value Reason

Dec-07-2020 15:45:03 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry

(UTC-06:00) Central Gutierrez 2

Time (US & Canada) (pfe rgutierrez)

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
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
8. Is this adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
9. Is this event related to study treatment:
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Dec-07-2020 15:45:03 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT RELATED
Time (US & Canada) (pfe.rgutierrez) | If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
Fall
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Dec-07-2020 15:45:03 | ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT APPLICABLE
Time (US & Canada) (pfe rgutierrez)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez YES
Time (US & Canada) (pfe rgutierrez)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NO
Time (US & Canada) (pfe rgutierrez)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Dec-07-2020 15:45:03 [ ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
(UTC-06:00) Central Gutierrez NOT RECOVERED/NOT RES
Time (US & Canada) (pfe rgutierrez) | OLVED
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Dec-07-2020 15:45:03
(UTC-06:00) Central
Time (US & Canada)

ACVOPFEINFP6000 | Rocio Data Entry: Initial Entry
Gutierrez NO
(pfe rgutierrez)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS - Audit Trail

Form Status:

Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 | Gabriela Form Created
(UTC-06:00) Central Obeidat
Time (US & Canada) (pfe.gobeidat)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) |1

Time (US & Canada)

2. Category:

Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) [ NO

Time (US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),

route, use, formulation).

Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat INFLUENZA VACCINE
Time (US & Canada) (pfe.gobeidat)
5. Date:
Date Location User Value Reason
Feb-23-2021 18:47:41 ACVOPFEINFP6000 | Gabricla Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Nov/30/2020
Time (US & Canada) (pfe.gobeidat)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Queries, Frozen, Verified

Site Name: (1096) Ventavia Research Group
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-23-2021 16:38:02 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat Jan/16/2021

Time (US & Canada) (pfe.gobeidat)

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-10-2021 19:12:48 | ACVOPFEINFP6000 | Laurie Hawes | Query 1: Opened Primary Reason for

(UTC-06:00) Central (pfe.haweslO1) Unblinding is

Time (US & Canada) "ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION",
but Further
Vaccination
Confirmation CRF is
not completed.
Please review and
update as
appropriate.

Feb-23-2021 16:38:02 [ ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry

(UTC-06:00) Central Obeidat ASSESS ELIGIBILITY FOR

Time (US & Canada) (pfe.gobeidat) | ADDITIONAL VACCINATI

ON
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1096
Subject No: 10961017

Generated By: pfe.levissc

Site Name: (1096) Ventavia Research Group
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Back to Form

1. Subject Status

FDA-CBER-2021-5683-0007829

Date Location User Value Reason
Oct-08-2020 17:15:07 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-13-2020 19:49:44 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-13-2020 19:37:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date Location User Value Reason
Oct-08-2020 17:15:07 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Sep/29/2020
Time (US & Canada)
Aug-13-2020 19:49:44 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/13/2020
Time (US & Canada)
Aug-13-2020 19:37:36 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-06:00) Central (autocalc) | Aug/13/2020
Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1096

Subject No: 10961017

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1096) Ventavia Research Group

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:39

Back to Form

1. Casebook Signature

Date Location User Value Reason
Sep-16-2020 14:21:48 ACVOPFEINFP6000 | Gabriela Data Entry: Initial Entry
(UTC-06:00) Central Obeidat Click Here to Enable
Time (US & Canada) (pfe.gobeidat)
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090177e196ae308f\Final\Final On: 01-Apr-2021 04:09 (GMT)

Header Text: c4591001

Visit: COHORT SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1096 Site Name: (1096) Ventavia Research Group

Subject No: 10961031 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. | Select appropriate response - Protocol |24 JUL 2020
version

2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?

Page 1 of 495
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090177e196ae308f\Final\Final On: 01-Apr-2021 04:09 (GMT)

Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961031

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED
Date Written Consent Obtained
Aug/14/2020

Page 2 of 495
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090177e196ae308f\Final\Final On: 01-Apr-2021 04:09 (GMT)

Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1096

Subject No: 10961031
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Demography
1. | Subject ID [10961031]
2. | Birth Date: ®1®/1998
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
Page 3 of 495
*#*Confidential ***

FDA-CBER-2021-5683-0007833




090177e196ae308f\Final\Final On: 01-Apr-2021 04:09 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:02
Site No: 1096

Subject No: 10961031

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/14/2020
2. | Erroneous Visit
Page 4 of 495
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090177e196ae308f\Final\Final On: 01-Apr-2021 04:09 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:29
Site No: 1096

Subject No: 10961031
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 495
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 10961031

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1096) Ventavia Research Group

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:39

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Aug/14/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 495
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1096

Subject No: 