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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 version

24 JUL 2020

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/7/2020
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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Demography
1. | Subject ID [10551006]
2. | Birth Date: (b) (6)/1955
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:
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Header Text: ¢c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/7/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:29
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/7/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Medical History Details

La || [ine/MH Number:

(1]

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

[Keratoconus, bilateral eyes]

Allergies:
Start Date: UNK/UNK/1969
Ongoing: YES

L.b Line/MH Number:

(2]

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

[Seasonal allergies]

Allergies:
Start Date: UNK/UNK/1958
Ongoing: YES

L.¢ | Line/MH Number:

(3]

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

[Benign Pulmonary Granulomas]

Allergies:
Start Date: UNK/UNK/2009
Ongoing: YES

1.d Line/MH Number:

(4]

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

[Osteoarthritis, bilateral thumbs]

Allergies:
Start Date: UNK/UNK/2002
Ongoing: YES
Page 7 of 249
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

L.e | {ine/MH Number:

(3]

Disease/Syndrome/Surgery [Hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/UNK/2018
Ongoing: YES

+ || Line/MH Number: [6]
Disease/Syndrome/Surgery [{ntermittent urinary tractinfections|
/Non-Drug Allergies/Drug
Allergies:
Start Date: bl e 10TR
Ongoing: ¥ES

1.2 || Line/MH Number: [7]
Disease/Syndrome/Surgery [Rosacea]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES

Lh |1 Line/MH Number: [8]
Disease/Syndrome/Surgery [GERD]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/UNK/1993
Ongoing: YES

Li Line/MH Number:

(]

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

[Lactose intolerance]

Allergies:
Start Date: UNK/UNK/1993
Ongoing: YES
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Header Text: c4591001

Site No: 1055
Subject No: 10551006

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

L Line/MH Number:

[10]

Disease/Syndrome/Surgery [Hypothyroid]
/Non-Drug Allergies/Drug

Allergies:

Start Date: Sep/UNK/1988
Ongoing: YES

Lk Line/MH Number:

[11]

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

[Post-menopausal]

Allergies:
Start Date: Dec/UNK/2010
Ongoing: YES

LI Line/MH Number: [12]
Disease/Syndrome/Surgery [Sulfite allergy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1999
Ongoing: YES
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:28
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/7/2020

2. | Weight: [61.0]

3. | Unit: kg

4. | Height: [158.0]

5. | Unit: cm

6. | Body Mass Index: [24.4]

Vital Signs Details

7a || Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel:

2. | Lab Sub-Panel:

3. | Collection Date:

Not Applicable

Comments

//

4. | Laboratory Name and Address
(Derived)

5. | Specimen Type:

Lab Result
6.2 || Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/7/2020
2. | Randomization Number: [223587]

3. | Randomization Group:

[]
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/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.
52 || Sample ID [BP6S51]
56| Sample ID [BP6S52]
5.¢ || Sample ID [BP6S53]
5.d | Sample ID [BPFTRZ]
5€ || Sample ID [BPFTSO]
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/7/2020
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.
Sa || Sample ID [BP6S4Z]
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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/7/2020 10:31
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1]
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?
Page 15 of 249
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 06-Jul-2020 21:53
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Aug/26/2020

2. | Erroneous Visit

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

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?

2 || symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

26 || Symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2.¢ || Symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2d Symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2.¢ || Symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2f Symptom: DIARRHEA
Were fever or systemic symptoms | NO
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: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

28 Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?
2.0 || symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms | NO
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?
50| Injection Site Reaction: SWELLING
3}
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
Sc Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
Page 19 of 249
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/26/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [36.2]
Unit: C
Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: Not Applicable Comments
2. | Lab Sub-Panel: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
//
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/26/2020
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.
Sa || Sample ID [BP6RXN]
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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/26/2020 10:08
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [1]
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: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/24/2020
2. | Erroneous Visit
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
eCRF Audit Trail History
Vaccination Symptoms Diary - Symptom Resolved Dates
1. | Were medications to treat NO
fever/pain given on the last day the
Subject Diary was completed?
2.a S .
ymptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?
2b|lg .
ymptom: FATIGUE
Were fever or systemic symptoms | YES
present on the last day the Ongoing?
Subject Diary was completed? NO
Stop Date:
Sep/6/2020
2.¢ || Symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?
2.d || Ssymptom: CHILLS
Were fever or systemic symptoms | YES
present on the last day the Ongoing?
Subject Diary was completed? NO
Stop Date:
Sep/6/2020
2.¢ || Symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2f Symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2.2 || Ssymptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic symptoms | NO
present on the last day the
Subject Diary was completed?

2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic symptoms | NO
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?

S.b Injection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the
Subject Diary was completed?

Sc Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO

present on the last day the
Subject Diary was completed?
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/24/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

2 || Sample ID [BPVO9IL]
56| Sample ID [BPVOOM]
5.¢ || Sample ID [BPFTKC]
5.d 1| sample ID [BPFTKD]
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Header Text: c4591001

Visit: POT_COVID _ILL - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit:
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 20-Feb-2021 02:17
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Signs and Symptoms

1.

Date of Assessment:

1/

2. | Date of First Symptom Started: //
3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 20-Feb-2021 02:19

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Health Care Utilization

L. Physician or Healthcare

Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner Specify: |[ ]

Health Care Utilization

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

Page 32 of 249

***Confidential ***

FDA-CBER-2021-5683-0000373




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form Version: 06-Jul-2020 21:52

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Illness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit

//

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID

[]
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/24/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. | Date of /
Completion/Discontinuation/Death
2. | Phase of Disposition:
3. | Status:
4. | Specify Status: [1]
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Header Text: c4591001

Visit: POT_COVID _REPEAT SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit /!

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: c4591001
Visit: POT_COVID_REPEAT SWAB - New Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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.
S Sample ID []
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# Category

AE Identif

Adverse Event Start Date

Is the Adverse Event Still O

Form Instance

ier ngoing
1. |ADVERSEEV |1 Urinary Tract Infe | Sep/1/2020 22: | NO Repeating
ENT ction 01 End Date Time: Pages
Sep/6/2020 08:00
2. | ADVERSEEV (2 Injection site pain | Dec/22/2020 09 | NO Repeating
ENT :02 End Date Time: Pages
Dec/24/2020 08:00
3. | ADVERSEEV |3 injection site pain | Jan/11/2021 14: | NO Repeating
ENT 00 End Date Time: Pages
Jan/12/2021 18:00
4. | ADVERSEEV |4 chills Jan/11/2021 19: | NO Repeating
ENT 00 End Date Time: Pages
Jan/11/2021 20:00
5.| ADVERSEEV |5 fatigue Jan/12/2021 12: | NO Repeating
ENT 00 End Date Time: Pages
Jan/12/2021 15:00
6. | ADVERSEEV |6 lymph node swelli |Jan/12/2021 12: | NO Repeating
ENT ng 00 End Date Time: Pages

Jan/12/2021 15:00
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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, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Urinary Tract Infection]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/1/2020 22:01
5. | Is the adverse event still ongoing? | NO
End Date Time:
Sep/6/2020 08:00
6. | Toxicity Grade: 1
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:
[Bacterial Infection]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: [
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, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: (2]
3. | Adverse Event: [Injection site pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Dec/22/2020 09:02
5. | Is the adverse event still ongoing? | NO
End Date Time:
Dec/24/2020 08:00
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 RELATED
treatment:
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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: []
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, Frozen
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [injection site pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/11/2021 14:00
5. | Is the adverse event still ongoing? | NO
End Date Time:
Jan/12/2021 18:00
6. | Toxicity Grade: 1
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 RELATED
treatment:
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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: []
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, Frozen
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [chills]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/11/2021 19:00
5. | Is the adverse event still ongoing? | NO
End Date Time:
Jan/11/2021 20:00
6. | Toxicity Grade: 1
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 RELATED
treatment:
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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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, Frozen
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [fatigue]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/12/2021 12:00
5. | Is the adverse event still ongoing? | NO
End Date Time:
Jan/12/2021 15:00
6. | Toxicity Grade: 1
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 RELATED
treatment:
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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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, Frozen
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [lymph node swelling]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Jan/12/2021 12:00
5. | Is the adverse event still ongoing? | NO
End Date Time:
Jan/12/2021 15:00
6. | Toxicity Grade: 1
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 RELATED
treatment:
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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Catego | Medication Er | Start Da | Is the medication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Site No: 1055
Subject No: 10551006

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4 Sponsor-Defined I | Category for Me | Concomitant Medications P | Name of Medi | Start Da | Form Instanc
dentifier dication re-specified cation te e
1. (1 VACCINATIONS | NO Influenza Vacci | Sep/20/2 Repeating
ne 020 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1.

What is the medication identifier?

(1]

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

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).

[Influenza Vaccine]

Date:

Sep/20/2020
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Header Text: c4591001
Visit: Logs

Site No: 1055
Subject No: 10551006

Form Version: 22-Apr-2020 21:03

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

4 Sponsor-Defined I | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. | What is the medication identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

unknown, enter the full trade or
proprietary name. Include
clarifying information in the

route, use, formulation).

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is

Medication text (e.g., Ingredient(s),

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: 1055
Subject No: 10551006

Form Version: 22-Apr-2020 21:02

Generated By: pfe.levissc

Form: RADIATION TREATMENT

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat
# Form Instance
y r ed t e
1. Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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?

Page 62 of 249

***Confidential ***

FDA-CBER-2021-5683-0000403




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Visit: Logs

Site No: 1055

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 10551006
Generated By: pfe.levissc

Form: TRANSFUSIONS

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

# 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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

1
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1.

Date:

//

Vital Signs Details

2.

Record Identifier:

Temperature:

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Lab Urinalysis
1. | Lab Panel:
2. | Lab Sub-Panel:
3. | Collection Date: /
4. | Laboratory Name and Address [
(Derived)
5. | Specimen Type:
Lab Result
6. || Sponsor ID: []
Test:
Result:
Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [

***Confidential ***
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

L.

Date of Visit

Dec/16/2020

2.

Erroneous Visit

***Confidential ***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Further Vaccination Confirmation

I.

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

Participant is willing to return for Vaccination 3
Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: ¢c4591001

Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit

Dec/22/2020

2. | Erroneous Visit

***Confidential ***
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Dec/22/2020
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not Met

1.

Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1.

Date of
Completion/Discontinuation/Death

Dec/22/2020

2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: Not Applicable Comments
2. | Lab Sub-Panel: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
//
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/22/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
2 || Sample ID [BR2PLR]
56| Sample ID [BS3B2Z]
5.¢ || Sample ID [BS3B30]
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/22/2020
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.
32 || Sample ID [BR2PLN]
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

eCRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Dec/22/2020 09:02
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed |30 MINUTES
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: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Dec/17/2020

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]
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Header Text: ¢c4591001

Visit: V102 _VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Jan/11/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Panel: Not Applicable Comments
2. | Lab Sub-Panel: Not Applicable Comments
3. | Collection Date: Not Applicable Comments
//
4. | Laboratory Name and Address Not Applicable Comments
(Derived)
[]
5. | Specimen Type: Not Applicable Comments
Lab Result
6.a Sponsor ID: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 85 of 249
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/11/2021
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.
32 || Sample ID [BR2PNW]
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination
1. | Was there a temporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/11/2021 09:00
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed |30 MINUTES
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: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Feb/12/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Contact Outcome

***Confidential ***

1. | Contact Type: TELEPHONE VISIT
2. | Was contact made? YES
Date of Contact:
Feb/12/2021
3. | Comments: [1
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Header Text: ¢c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

***Confidential ***
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Header Text: ¢c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: FURTHER VACCINATION_EOT - Form: DISPOSITION - TREATMENT
Unscheduled

Form Version: 10-Dec-2020 02:29
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Feb/12/2021
Completion/Discontinuation/Death
2. | Phase of Disposition: OPEN LABEL TREATMENT
3. | Status: COMPLETED
4. | Specify Status: [1]
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP
2. | Subject Status Date Sep/24/2020
Page 95 of 249
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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Site No: 1055

Header Text: 4591001
Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Subject No: 10551006
Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM
Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Audit Trail

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

Affidavit:

Time (US & Canada)

e CRF Sign

Name Signature Date Type Action
Meaning

Helen Stacey Approved Mar-01-2021 16:27:45 (UTC-08:00) Pacific BOOK Signed

By my dated signature below, I, HelenStacey, 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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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Aug-07-2020 12:25:25 (UTC-08:00) Pacific Julie Glazier Not applicable
Time (US & Canada) (pfe.jglazier)
Not Applicable
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Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Header Text: c4591001
Visit:

V1 _DAY1 VAX1 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

***Confidential ***

Item | Date User Comment
3 Aug-07-2020 12:29:37 (UTC-08:00) Pacific Julie Glazier Not applicable
Time (US & Canada) (pfe.jglazier)
Not Applicable
Page 99 of 249

FDA-CBER-2021-5683-0000440
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User Comment

Form | Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores | Not Applicable

Time (US & Canada)

(pfe.mpastores)

Not Applicable
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Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Header Text: c4591001
Visit:

V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Header Text: c4591001
V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Header Text: c4591001
Visit:

V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Header Text: c4591001
V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Header Text: c4591001
Visit:

V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Header Text: c4591001
V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Header Text: c4591001
Visit:

V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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Header Text: c4591001
V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Aug-26-2020 11:42:40 (UTC-08:00) Pacific Megan Pastores |Not Applicable
Time (US & Canada) (pfe mpastores)
Not Applicable
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Time (US & Canada)

Form | Dec-22-2020 10:08:53 (UTC-08:00) Pacific Elle Billman

(pfe.ebillman)

Not Applicable
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Form | Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman

Time (US & Canada)

(pfe.ebillman)

Not Applicable
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Header Text: c4591001
Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

V101_VAX3

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001

Visit:

V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001
Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

V101_VAX3

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001

Visit:

V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001
Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

V101_VAX3

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001

Visit:

V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001
Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

V101_VAX3

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001

Visit:

V101_VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a | Dec-22-2020 10:10:24 (UTC-08:00) Pacific Elle Billman Not Applicable
Time (US & Canada) (pfe.ebillman)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User

Comment

Time (US & Canada)

Form | Jan-11-2021 10:00:10 (UTC-08:00) Pacific Elle Billman

(pfe.ebillman)

Not Applicable
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Header Text: c4591001
V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
1 Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Form Version: 10-Dec-2020 02:23
Site No: 1055

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551006 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
2 Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Header Text: c4591001
V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
3 Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Form Version: 10-Dec-2020 02:23
Site No: 1055

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551006 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
4 Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Header Text: c4591001
V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
5 Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Form Version: 10-Dec-2020 02:23
Site No: 1055

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a |Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Header Text: c4591001
V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Visit:
Form Version: 10-Dec-2020 02:23
Site No: 1055

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a |Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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Form Version: 10-Dec-2020 02:23
Site No: 1055

Generated By: pfe.levissc

Header Text: c4591001
Visit:

V102 _VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
6.a |Jan-11-2021 10:00:10 (UTC-08:00) Pacific Time | Elle Billman Not Applicable
(US & Canada) (pfe.ebillman)
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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
Helen Stacey Approved Mar-01-2021 16:27:45 (UTC-08:00) Pacific BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, I, HelenStacey, 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.

Megan Pastores | N/A Mar-01-2021 15:21:53 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Helen Stacey Approved Feb-17-2021 07:51:38 (UTC-08:00) Pacific BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, I, HelenStacey, 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.

Julie Glazier N/A Feb-16-2021 16:44:04 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Helen Stacey Approved Feb-12-2021 15:40:02 (UTC-08:00) Pacific BOOK

Time (US & Canada)

Signed

Affidavit:
By my dated signature below, I, HelenStacey, 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.

Elle Billman N/A Feb-12-2021 10:55:39 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Jan-20-2021 16:25:48 (UTC-08:00) Pacific BOOK

Time (US & Canada)

Helen Stacey Approved Signed

Affidavit:
By my dated signature below, I, HelenStacey, 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.

Elle Billman N/A Dec-18-2020 15:14:48 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Helen Stacey Approved Nov-02-2020 13:17:04 (UTC-08:00) Pacific BOOK Signed

Time (US & Canada)
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Affidavit:

By my dated signature below, I, HelenStacey, 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.

Julie Glazier N/A Nov-02-2020 11:49:05 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Oct-12-2020 08:40:16 (UTC-08:00) Pacific BOOK

Time (US & Canada)

Helen Stacey Approved Signed

Affidavit:
By my dated signature below, I, HelenStacey, 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.

Megan Pastores | N/A Sep-24-2020 10:16:54 (UTC-08:00) Pacific Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Helen Stacey Approved Sep-10-2020 09:53:32 (UTC-08:00) Pacific BOOK Signed
Time (US & Canada)
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - Signature History
Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, I, HelenStacey, 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.

***Confidential ***
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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: 1055
Subject No: 10551006
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-07-2020 12:24:18 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) |24 JUL 2020

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

Date Location User Value Reason
Aug-07-2020 12:24:18 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) | STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT _SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Consent Was:

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) | OBTAINED
Date Written Consent Obtained

Aug/7/2020

Date Location User Value Reason
Aug-07-2020 12:24:27 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

Page
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Header Text: c4591001
Visit: COHORT _SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject ID

Date Location User Value Reason
Aug-07-2020 12:24:09 ACVOPFEINFP6000 |auto calc |Data Entry: Item copied from
(UTC-08:00) Pacific (autocalc) | 10551006 previous form
Time (US & Canada)

2. Birth Date:

Date Location User Value Reason
Aug-07-2020 12:24:07 ACVOPFEINFP6000 |auto calc |Data Entry: Enrollment Entry
(UTC-08:00) Pacific (autocalc) |(0)(6)/1955

Time (US & Canada)

3. Sex:

Date Location User Value Reason
Aug-07-2020 12:24:55 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | FEMALE

Time (US & Canada)

4. Ethnicity:

Date Location User Value Reason
Aug-07-2020 12:24:55 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | NOT HISPANIC OR LATINO(A

Time (US & Canada) ) OR OF SPANISH ORIGIN

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

Date Location User Value Reason
Aug-07-2020 12:24:55 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | WHITE

Time (US & Canada)
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Header Text: ¢c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

(UTC-08:00) Pacitic
Time (US & Canada)

Date Location User Value Reason
Aug-07-2020 12:25:09 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(pfe.jglazier) | Aug/7/2020
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-07-2020 12:25:53 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Aug/7/2020
Time (US & Canada)
2. Phase of Disposition:
Date Location User Value Reason
Aug-07-2020 12:25:53 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date Location User Value Reason
Aug-07-2020 12:25:53 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | COMPLETED
Time (US & Canada)
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

la
Date Location User Value Reason
Aug-07-2020 12:45:01 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Num 1
Time (US & Canada) ber:

Medical Histor Keratoconus, bila

y Term: teral eyes

Start Date: UNK/UNK/1969

Ongoing: YES
1.a Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:45:01 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:45:01 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Keratoconus, bilateral eyes
Time (US & Canada)
1.a Start Date:
Date Location User Value Reason
Aug-07-2020 12:45:01 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/1969
Time (US & Canada)
1.a Ongoing:
Date Location User Value Reason
Aug-07-2020 12:45:01 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier)

YES
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1b
Date Location User Value Reason
Aug-07-2020 12:45:21 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number 2
Time (US & Canada) .

Medical History T Seasonal aller

erm: gies

Start Date: UNK/UNK/1

958

Ongoing: YES
1.b Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:45:21 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |2
Time (US & Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:45:21 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Seasonal allergies
Time (US & Canada)
1.b Start Date:
Date Location User Value Reason
Aug-07-2020 12:45:21 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/1958
Time (US & Canada)
1.b Ongoing:
Date Location User Value Reason
Aug-07-2020 12:45:21 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
lc
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Aug-07-2020 12:46:02 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Nu 3
Time (US & Canada) mber:

Medical Histo Benign Pulmonary

ry Term: Granulomas

Start Date:  UNK/UNK/2009

Ongoing: YES
1.c Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:46:02 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:46:02 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Benign Pulmonary Granulomas
Time (US & Canada)
1.c Start Date:
Date Location User Value Reason
Aug-07-2020 12:46:02 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/2009
Time (US & Canada)
1.c Ongoing:
Date Location User Value Reason
Aug-07-2020 12:46:02 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
1d
Date Location User Value Reason
Aug-07-2020 12:46:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) Pacific (autocalc) | Line/MH Nu 4
Time (US & Canada) mber:

Medical Histo Osteoarthritis, bila

ry Term: teral thumbs

Start Date:  UNK/UNK/2002

Ongoing: YES
1.d Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:46:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:46:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Osteoarthritis, bilateral thumbs
Time (US & Canada)
1.d Start Date:
Date Location User Value Reason
Aug-07-2020 12:46:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/2002
Time (US & Canada)
1.d Ongoing:
Date Location User Value Reason
Aug-07-2020 12:46:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
le
Date Location User Value Reason
Aug-07-2020 12:46:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number: 5
Time (US & Canada) Medical History Te Hyperlipide

rm: mia
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Start Date: Sep/UNK/20
18
Ongoing: YES

1.e Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:46:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:46:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Hyperlipidemia
Time (US & Canada)
1.e Start Date:
Date Location User Value Reason
Aug-07-2020 12:46:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sep/UNK/2018
Time (US & Canada)
1.e Ongoing:
Date Location User Value Reason
Aug-07-2020 12:46:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
1f
Date Location User Value Reason
Nov-02-2020 11:49:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed
(UTC-08:00) Pacific (pfe.jglazier) | Line/MHN 6 Information
Time (US & Canada) umber: (DELETED)

Medical His Intermittenturinar

tory Term: wtractinfections

Start Date: UNK/AUNKAQT3

Ongoing: ¥ES
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 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: 1055
Subject No: 10551006
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-07-2020 12:47:34
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed
(pfe.jglazier) | Line/MHN 6 Information
umber:

Medical His Intermittent urinar
tory Term: 'y tract infections

Start Date:  UNK/UNK/1973
Ongoing: YES

Aug-07-2020 12:47:20
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(autocalc) Line/MHN 6
umber:

Medical His Occasional urinar
tory Term: y tract infections

Start Date: UNK/UNK/1973
Ongoing:  YES
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

1.f Line/MH Number:

Date Location User Value Reason

Nov-02-2020 11:49:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed

(UTC-08:00) Pacific (pfe.jglazier) |6 Information

Time (US & Canada) (DELETED)

Aug-07-2020 12:47:20 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-08:00) Pacific (autocalc) 6

Time (US & Canada)

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

Date Location User Value Reason

Nov-02-2020 11:49:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed

(UTC-08:00) Pacific (pfe.jglazier) | Intermittenturinary-tractinfeetto | Information

Time (US & Canada) fas (DELETED)

Aug-13-2020 22:37:48 ACVOPFEINFP6000 | Katherine Query 1: Closed Response satisfies

(UTC-08:00) Pacific Liau query

Time (US & Canada) (pfe.liaukf)

Aug-13-2020 11:50:00 ACVOPFEINFP6000 | Julie Glazier | Query 1: Answered Original value is

(UTC-08:00) Pacific (pfe.jglazier) correct

Time (US & Canada)

Aug-12-2020 06:56:07 ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin: Per IC3

(UTC-08:00) Pacific Wyper and Criteria for

Time (US & Canada) (pfe.wyperh) Temporary Delay of
Enrolment (Protocol
5.5), please confirm
stability of
symptoms within 6
weeks of enrolment
and no acute event
within 48h before
study intervention
administration

Aug-07-2020 12:47:34 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed

(UTC-08:00) Pacific (pfe.jglazier) | Intermittent urinary tract infectio | Information

Time (US & Canada) ns

Aug-07-2020 12:47:20 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific (pfe.jglazier) | Occasional urinary tract infectio

Time (US & Canada) ns
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

1.f Start Date:

Date Location User Value Reason
Nov-02-2020 11:49:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed
(UTC-08:00) Pacific (pfe.jglazier) | BNIAEONKAHHGTS Information
Time (US & Canada) (DELETED)
Aug-07-2020 12:47:20 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/1973
Time (US & Canada)
1.f Ongoing:
Date Location User Value Reason
Nov-02-2020 11:49:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Changed
(UTC-08:00) Pacific (pfe.jglazier) |¥ES Information
Time (US & Canada) (DELETED)
Aug-07-2020 12:47:20 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
14
Date Location User Value Reason
Aug-07-2020 12:47:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number 7
Time (US & Canada) .

Medical History T Rosacea

erm:

Start Date: UNK/UNK/2

010
Ongoing: YES
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

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

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.g Line/MH Number:

Date Location User Value Reason
Aug-07-2020 12:47:50 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |7

Time (US & Canada)

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

Time (US & Canada)

Medical History Te GERD
rm:

Start Date: Sep/UNK/19
93
Ongoing: YES

Date Location User Value Reason
Aug-07-2020 12:47:50 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Rosacea

Time (US & Canada)

1.g Start Date:

Date Location User Value Reason
Aug-07-2020 12:47:50 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/2010

Time (US & Canada)

1.g Ongoing:

Date Location User Value Reason
Aug-07-2020 12:47:50 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES

Time (US & Canada)

1.h

Date Location User Value Reason
Aug-07-2020 12:48:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number: 8
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.h Line/MH Number:

Date Location User Value Reason
Aug-07-2020 12:48:29 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |8

Time (US & Canada)

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

Date Location User Value Reason
Aug-07-2020 12:48:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | GERD
Time (US & Canada)
1.h Start Date:
Date Location User Value Reason
Aug-07-2020 12:48:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sep/UNK/1993
Time (US & Canada)
1.h Ongoing:
Date Location User Value Reason
Aug-07-2020 12:48:29 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

FDA-CBER-2021-5683-0000488

Header Text: c4591001
Visit: VI_DAY1 VAXI1 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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Li
Date Location User Value Reason
Aug-07-2020 12:48:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Numbe 9
Time (US & Canada) r:
Medical History Lactose intole
Term: rance
Start Date: UNK/UNK/19
93
Ongoing: YES
1.i Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:48:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:48:48 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Lactose intolerance
Time (US & Canada)
1.i Start Date:
Date Location User Value Reason
Aug-07-2020 12:48:48 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/1993
Time (US & Canada)
1.i Ongoing:
Date Location User Value Reason
Aug-07-2020 12:48:48 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1j
Date Location User Value Reason
Aug-07-2020 12:49:06 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number: 10
Time (US & Canada) Medical History Te Hypothyroid

rm:

Start Date: Sep/UNK/19

88

Ongoing: YES
1.j Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:49:06 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |10
Time (US & Canada)
1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:49:06 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Hypothyroid
Time (US & Canada)
1.j Start Date:
Date Location User Value Reason
Aug-07-2020 12:49:06 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sep/UNK/1988
Time (US & Canada)
1.j Ongoing:
Date Location User Value Reason
Aug-07-2020 12:49:06 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
1k
Date Location | User | Value Reason
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:03

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-07-2020 12:49:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Line/MH Number 11
Time (US & Canada) :

Medical History T Post-menopa

erm: usal

Start Date: Dec/UNK/20

10

Ongoing: YES
1.k Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:49:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:49:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Post-menopausal
Time (US & Canada)
1.k Start Date:
Date Location User Value Reason
Aug-07-2020 12:49:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Dec/UNK/2010
Time (US & Canada)
1.k Ongoing:
Date Location User Value Reason
Aug-07-2020 12:49:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
11
Date Location User Value Reason
Aug-07-2020 12:49:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada) Line/MH Number 12

Medical History T Sulfite allerg

erm: y

Start Date: UNK/UNK/1

999

Ongoing: YES
1.1 Line/MH Number:
Date Location User Value Reason
Aug-07-2020 12:49:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | 12
Time (US & Canada)
1.1 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-07-2020 12:49:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sulfite allergy
Time (US & Canada)
1.1 Start Date:
Date Location User Value Reason
Aug-07-2020 12:49:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | UNK/UNK/1999
Time (US & Canada)
1.1 Ongoing:
Date Location User Value Reason
Aug-07-2020 12:49:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Aug/7/2020

Time (US & Canada)

2. Weight:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | 61.0

Time (US & Canada)

3. Unit:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) |kg

Time (US & Canada)

4. Height:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | 158.0

Time (US & Canada)

5. Unit:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | cm

Time (US & Canada)

6. Body Mass Index:

Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |24.4
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090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:28

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

7.a
Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Record Identifier:: 1
Time (US & Canada) Temperature: 36.7

Temperature Unit: C

Temperature Locati FOREHE

on:: AD
7.a Record Identifier:
Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | 1
Time (US & Canada)
7.a Temperature:
Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) |36.7
Time (US & Canada)
7.a Unit:
Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | C
Time (US & Canada)
7.a Temperature Location:
Date Location User Value Reason
Aug-07-2020 12:26:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | FOREHEAD
Time (US & Canada)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

3. Collection Date:
Date Location User Value Reason
Aug-07-2020 12:29:37 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Not Applicable
Time (US & Canada)
6.a
Date Location User Value Reason
Aug-07-2020 12:28:23 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Sponsor-Defin 113
Time (US & Canada) ed Identifier:

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor ID:
Date Location User Value Reason
Aug-07-2020 12:28:23 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | 113
Time (US & Canada)
6.a Test:
Date Location User Value Reason
Aug-07-2020 12:28:23 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Choriogonadotropin Beta PX113
Time (US & Canada)
6.a Not Done:
Date Location User Value Reason
Aug-07-2020 12:28:23 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | NOT DONE
Time (US & Canada)
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-07-2020 12:30:53 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) | Aug/7/2020

2. Randomization Number:

Date Location User Value Reason
Aug-07-2020 12:30:53 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) | 223587
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-07-2020 12:36:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-07-2020 12:36:28 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-07-2020 12:36:37 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Aug-07-2020 12:36:28 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-07-2020 12:36:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada) Date of Collection:
Aug/7/2020
5.a
Date Location User Value Reason
Aug-07-2020 12:36:37 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier)

Sample ID: BP6S51
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID
Date Location User Value Reason
Aug-07-2020 12:36:37 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BP6S51
Time (US & Canada)
5.b
Date Location User Value Reason
Aug-07-2020 12:36:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BP6S52
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Aug-07-2020 12:36:51 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BP6S52
Time (US & Canada)
5.c
Date Location User Value Reason
Aug-07-2020 12:37:03 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BP6S53
Time (US & Canada)
5.c Sample ID
Date Location User Value Reason
Aug-07-2020 12:37:03 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BP6S53
Time (US & Canada)
5.d
Date Location User Value Reason
Aug-07-2020 12:37:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BPFTRZ
Time (US & Canada)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.d Sample ID
Date Location User Value Reason
Aug-07-2020 12:37:28 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BPFTRZ
Time (US & Canada)
S.e
Date Location User Value Reason
Aug-07-2020 12:37:40 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BPETSO
Time (US & Canada)
5.e Sample ID
Date Location User Value Reason
Aug-07-2020 12:37:40 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BPFTSO
Time (US & Canada)

Page 157 of 249

***Confidential ***

FDA-CBER-2021-5683-0000498




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Aug-07-2020 12:38:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Aug-07-2020 12:38:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | NASAL SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Aug-07-2020 12:38:10 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Aug-07-2020 12:38:00 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-07-2020 12:38:00 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada) Date of Collection:
Aug/7/2020
5.a
Date Location User Value Reason
Aug-07-2020 12:38:10 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BP6S4Z
Time (US & Canada)
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Site No: 1055
Subject No: 10551006
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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

***Confidential ***

5.a Sample ID
Date Location User Value Reason
Aug-07-2020 12:38:10 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BP6S4Z
Time (US & Canada)
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Header Text: c4591001

Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:04

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | NO

Time (US & Canada)

2. Treatment Name

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Aug/7/2020 10:31

Time (US & Canada)

5. Anatomical Location:

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | LEFT
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Site No: 1055
Subject No: 10551006

Header Text: c4591001
Visit: VI_DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:04

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

7. Route:

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

administration?

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

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier)

YES

Date Location User Value Reason
Aug-07-2020 12:32:45 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
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Header Text: c4591001
Visit: VI_DAY1 VAXI1 L

Form Version: 06-Jul-2020 21:53

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason
Aug-07-2020 12:33:52 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfejglazier) | YES - REACTOGENICITY E-D
Time (US & Canada) IARY COLLECTED FOR THIS
SUBJECT
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Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-26-2020 11:11:01 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Aug/26/2020

Time (US & Canada) (pfe.mpastores)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-202
Site No: 1055

Subject No: 10551006
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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
2.a
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: FE
Time (US & Canada) (pfe.mpastores) VE
R

Were fever or systemic sy N

mptoms present on the la O

st day the Subject Diary

was completed?:
2.a Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores FEVER
Time (US & Canada) (pfe.mpastores)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
2.b
Date Location User Value Reason
Aug-27-2020 09:24:34 [ ACVOPFEINFP6000 | Megan Data Entry: Transcription Error
(UTC'0800) Pacific Pastores Symptom:: FA

Time (US & Canada)

(pfe mpastores)

TI
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
GU
E

Were fever or systemic s NO
ymptoms present on the 1

ast day the Subject Diary
was completed?:

Aug-26-2020 11:40:02 | ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: FATIGUE
Time (US & Canada) (pfe mpastores)

Were fever or syste YES
mic symptoms pres Ongoin
ent on the last day  g?

the Subject Diary

was completed?: NO

Stop
Date:

Au
g/l
12
020

Page 165 of 249

***Confidential ***

FDA-CBER-2021-5683-0000506



090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.b Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores FATIGUE
Time (US & Canada) (pfe.mpastores)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-27-2020 14:07:45 | ACVOPFEINFP6000 | Erik Sundgaard Query 1: Closed Response satisfies
(UTC-08:00) Pacific (pfe.sundgaardea) query
Time (US & Canada)
Aug-27-2020 09:24:34 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Aug-27-2020 09:24:34 | ACVOPFEINFP6000 | Megan Pastores Data Entry: Transcription Error
(UTC-08:00) Pacific (pfe mpastores) NO
Time (US & Canada)
Aug-27-2020 08:04:42 | ACVOPFEINFP6000 |Isaac Arasavalli | Query 1: Opened eDiary: Per eDiary
(UTC-08:00) Pacific (pfe.arasai) records, FATIGUE
Time (US & Canada) is not reported on
Last day (Day 7)
however the last
day in inform is
entered as 'Yes' for
the same. Please
verify and update.
Else, clarify.
Thanks.
Aug-26-2020 11:40:02 | ACVOPFEINFP6000 |Megan Pastores | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe mpastores) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/11/2020
2.c
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1055
Subject No: 10551006

Form Version: 30-Jul-2020 21:30

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were fever or syste YES
mic symptoms pres Ongoin
ent on the last day  g?

the Subject Diary

was completed?: NO

Stop
Date:

Au
g/1
2/2
020

Date Location User Value Reason
Aug-27-2020 09:24:54 | ACVOPFEINFP6000 |Megan Data Entry: Transcription Error
(UTC-08:00) Pacific Pastores Symptom:: HE
Time (US & Canada) (pfe mpastores) AD
AC
HE
Were fever or systemic s NO
ymptoms present on the
last day the Subject Dia
ry was completed?:
Aug-26-2020 11:40:02 | ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: HEADA
Time (US & Canada) (pfe mpastores) CHE
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.c Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores HEADACHE
Time (US & Canada) (pfe.mpastores)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-27-2020 14:07:17 | ACVOPFEINFP6000 | Erik Sundgaard Query 1: Closed Response satisfies
(UTC-08:00) Pacific (pfe.sundgaardea) query
Time (US & Canada)
Aug-27-2020 09:24:54 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Aug-27-2020 09:24:54 | ACVOPFEINFP6000 | Megan Pastores Data Entry: Transcription Error
(UTC-08:00) Pacific (pfe mpastores) NO
Time (US & Canada)
Aug-27-2020 08:05:02 | ACVOPFEINFP6000 |Isaac Arasavalli | Query 1: Opened eDiary: Per eDiary
(UTC-08:00) Pacific (pfe.arasai) records,
Time (US & Canada) HEADACHE is not
reported on Last
day (Day 7)
however the last
day in inform is
entered as 'Yes' for
the same. Please
verify and update.
Else, clarify.
Thanks.
Aug-26-2020 11:40:02 | ACVOPFEINFP6000 | Megan Pastores Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe mpastores) YES
Time (US & Canada) Ongoing?
NO
Stop Date:
Aug/12/2020
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
2.d
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC'0800) Pacific Pastores Symptom:: CH
Time (US & Canada) (pfe.mpastores) 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
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores CHILLS

Time (US & Canada) (pfe.mpastores)

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

Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
2.e
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: VO
Time (US & Canada) (pfe.mpastores) MIT

ING

Were fever or systemic s NO
ymptoms present on the

last day the Subject Dia

ry was completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.e Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores VOMITING
Time (US & Canada) (pfe.mpastores)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
2.f
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: DIA
Time (US & Canada) (pfe.mpastores) RR
HE
A

Were fever or systemic s NO

ymptoms present on the

last day the Subject Diar

y was completed?:
2.f Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores DIARRHEA
Time (US & Canada) (pfe.mpastores)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada)

(pfe.mpastores)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1055
Subject No: 10551006
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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

29
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: NEW OR
Time (US & Canada) (pfe.mpastores) 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?:
2.9 Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NEW OR WORSENED MUSC
Time (US & Canada) (pfe.mpastores) | LE PAIN

2.9 Were fever or systemic symptoms present on th

e last day the Su

bject Diary was completed?

Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
2.h
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: NEW O
Time (US & Canada) (pfe.mpastores) R WORS

ENED J

OINT P

AIN
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were fever or syste NO
mic symptoms prese
nt on the last day th
e Subject Diary was

completed?:

2.h Symptom:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NEW OR WORSENED JOINT
Time (US & Canada) (pfe.mpastores) | PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
3. Injection Site Location:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores LEFT
Time (US & Canada) (pfe.mpastores)
5.a
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reaction:: RE
Time (US & Canada) (pfe.mpastores) DN

ESS
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1055
Subject No: 10551006
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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were injection site reacti NO

ons present on the last d

ay the Subject Diary was

completed?:
5.a Injection Site Reaction:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores REDNESS
Time (US & Canada) (pfe.mpastores)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
5.b
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reaction:: SW
Time (US & Canada) (pfe.mpastores) ELL

ING

Were injection site react NO
ions present on the last

day the Subject Diary w

as completed?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.b Injection Site Reaction:

Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores SWELLING
Time (US & Canada) (pfe.mpastores)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
5.c
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reactio PAIN A
Time (US & Canada) (pfe.mpastores) | p:: T INJE
CTION
SITE

Were injection site re NO

actions present on th

e last day the Subject

Diary was completed

e
5.c Injection Site Reaction:
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores PAIN AT INJECTION SITE
Time (US & Canada) (pfe.mpastores)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Aug-26-2020 11:40:02 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe.mpastores)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1055
Subject No: 10551006
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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Aug/26/2020
Time (US & Canada) (pfe.mpastores)
2.a
Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-0800) Pacific Pastores Record Identifier:: 1
Time (US & Canada) (pfe.mpastores) Temperature: 36.2

Temperature Unit: C

Temperature Loca FOREHE

tion:: AD
2.a Record Identifier:
Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores 1
Time (US & Canada) (pfe.mpastores)
2.a Temperature:
Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores 36.2
Time (US & Canada) (pfe.mpastores)
2.a Unit:
Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores C
Time (US & Canada) (pfe.mpastores)

2.a Temperature Location:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Aug-26-2020 11:14:12 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores FOREHEAD

Time (US & Canada) (pfe.mpastores)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
2. Lab Sub-Panel:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
3. Collection Date:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
4. Laboratory Name and Address (Derived)
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
5. Specimen Type:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
6.a
Date Location User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-26-2020 11:42:40 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sponsor-Defined I Not Appli
Time (US & Canada) (pfe.mpastores) | dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor ID:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
6.a Test:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
6.a Result:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
6.a Not Done:
Date Location User Value Reason
Aug-26-2020 11:42:40 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Not Applicable
Time (US & Canada) (pfe.mpastores)
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Visit: V2_VAX2 L

Site No: 1055
Subject No: 10551006

Header Text: c4591001

Generated By: pfe.levissc

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

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(UTC-08:00) Pacific
Time (US & Canada)

1. Data Origin
Date Location User Value Reason
Aug-27-2020 09:00:20 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(autocalc) | SITE

2. Sample Type

(UTC-08:00) Pacific
Time (US & Canada)

Date Location User Value Reason
Aug-27-2020 09:00:20 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(autocalc) | NASAL SWAB

3. Sample Collected?

Time (US & Canada)

Date Location User Value Reason
Aug-27-2020 09:00:48 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)

Time (US & Canada)

Aug-27-2020 09:00:20 [ ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no

barcodes are
entered. Please
review and correct
as appropriate.

Aug-27-2020 09:00:20
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
Pastores YES

(pfe.mpastores) | Date of Collection:

Aug/26/2020
5.a
Date Location User Value Reason
Aug-27-2020 09:00:48 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sample ID: BP6RXN
Time (US & Canada) (pfe.mpastores)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID
Date Location User Value Reason
Aug-27-2020 09:00:48 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores BP6RXN
Time (US & Canada) (pfe.mpastores)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada) (pfe.mpastores)

2. Treatment Name

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Aug/26/2020 10:08

Time (US & Canada) (pfe.mpastores)

5. Anatomical Location:

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores LEFT
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada) (pfe.mpastores)

7. Route:

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-26-2020 11:42:18 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (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-26-2020 11:42:18 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores YES
Time (US & Canada) (pfe.mpastores)
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Header Text: ¢c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Time (US & Canada)

(pfe mpastores)

Date Location User Value Reason
Sep-24-2020 10:16:54 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sep/24/2020
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
2.a
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: FE
Time (US & Canada) (pfe mpastores) VE
R

Were fever or systemic sy N

mptoms present on the la O

st day the Subject Diary

was completed?:
2.a Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores FEVER
Time (US & Canada) (pfe mpastores)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
2.b
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: FATIGU
Time (US & Canada) (pfe mpastores) E
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Site No: 1055

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

Subject No: 10551006
Generated By: pfe.levissc

RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

Were fever or syste YES
mic symptoms prese Ongoin
nt on the last day th g?
e Subject Diary was
completed?: NO
Stop
Date
Se
p/6
/20
20
2.b Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores FATIGUE

(pfe mpastores)

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

Time (US & Canada)

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores YES

(pfe mpastores) | Ongoing?

NO
Stop Date:
Sep/6/2020

2.c
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: HE
Time (US & Canada) (pfe mpastores) AD

AC

HE
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were fever or systemic s NO
ymptoms present on the

last day the Subject Dia

ry was completed?:

2.c Symptom:

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores HEADACHE

Time (US & Canada) (pfe mpastores)

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

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada) (pfe mpastores)

2.d

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores CHILLS

Time (US & Canada)

(pfe mpastores)

Symptom::
Were fever or syste YES

mic symptoms prese Ongoin
nt on the last day th g?

e Subject Diary was
completed?: NO

Stop
Date

Se
p/6
/20
20
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

2.d Symptom:

Date Location User Value Reason

Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry

(UTC-08:00) Pacific Pastores CHILLS

Time (US & Canada) (pfe mpastores)

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

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores YES
Time (US & Canada) (pfe mpastores) | Ongoing?
NO
Stop Date:
Sep/6/2020

2.e
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: VO
Time (US & Canada) (pfe mpastores) MIT

ING

Were fever or systemic s NO
ymptoms present on the

last day the Subject Dia

ry was completed?:
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.e Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores VOMITING
Time (US & Canada) (pfe mpastores)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
2.f
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: DIA
Time (US & Canada) (pfe mpastores) RR
HE
A

Were fever or systemic s NO

ymptoms present on the

last day the Subject Diar

y was completed?:
2.f Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores DIARRHEA
Time (US & Canada) (pfe mpastores)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada)

(pfe mpastores)
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

29
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: NEW OR
Time (US & Canada) (pfe mpastores) 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?:
2.9 Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NEW OR WORSENED MUSC
Time (US & Canada) (pfe mpastores) | LE PAIN

2.9 Were fever or systemic symptoms present on the last day the Su

bject Diary was completed?

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
2.h
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Symptom:: NEW O
Time (US & Canada) (pfe mpastores) R WORS

ENEDJ

OINT PA

IN
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were fever or syste NO
mic symptoms prese
nt on the last day th
e Subject Diary was

completed?:

2.h Symptom:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NEW OR WORSENED JOINT
Time (US & Canada) (pfe mpastores) | PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
3. Injection Site Location:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores LEFT
Time (US & Canada) (pfe mpastores)
5.a
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reaction:: RE
Time (US & Canada) (pfe mpastores) DN

ESS
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Header Text: c4591001

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Visit: V3_MONTH1 POSTVAX2 L

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: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were injection site reacti NO

ons present on the last d

ay the Subject Diary was

completed?:
5.a Injection Site Reaction:
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores REDNESS
Time (US & Canada) (pfe mpastores)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
5.b
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reaction:: SW
Time (US & Canada) (pfe mpastores) ELL

ING

Were injection site react NO
ions present on the last

day the Subject Diary w

as completed?:
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Header Text: c4591001

Visit: V3_MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.b Injection Site Reaction:

Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores SWELLING
Time (US & Canada) (pfe mpastores)
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
5.c
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Injection Site Reactio PAIN A
Time (US & Canada) (pfe mpastores) | 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-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores PAIN AT INJECTION SITE
Time (US & Canada) (pfe mpastores)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-24-2020 13:26:14 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Sep-24-2020 15:27:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Sep-24-2020 15:27:49 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Sep-24-2020 15:27:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Sep-24-2020 15:27:49 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Sep-24-2020 15:27:49 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | YES
Time (US & Canada) Date of Collection:
Sep/24/2020
5.a
Date Location User Value Reason
Sep-24-2020 15:27:56 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier)

Sample ID: BPVO9L
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID
Date Location User Value Reason
Sep-24-2020 15:27:56 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BPVO9L
Time (US & Canada)
5.b
Date Location User Value Reason
Sep-24-2020 15:28:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BPVO9M
Time (US & Canada)
5.b Sample ID
Date Location User Value Reason
Sep-24-2020 15:28:05 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BPVOOM
Time (US & Canada)
5.c
Date Location User Value Reason
Sep-24-2020 15:28:14 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BPFTKC
Time (US & Canada)
5.c Sample ID
Date Location User Value Reason
Sep-24-2020 15:28:14 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | BPFTKC
Time (US & Canada)
5.d
Date Location User Value Reason
Sep-24-2020 15:28:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.jglazier) | Sample ID: BPFTKD
Time (US & Canada)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) Pacitic
Time (US & Canada)

5.d Sample ID
Date Location User Value Reason
Sep-24-2020 15:28:22 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(pfe.jglazier) | BPFTKD

Page
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Sep-24-2020 10:55:54 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sep/24/2020

Time (US & Canada) (pfe mpastores)

2. Phase of Disposition:

Date Location User Value Reason
Sep-24-2020 10:55:54 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date Location User Value Reason
Sep-24-2020 10:55:54 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores COMPLETED

Time (US & Canada) (pfe mpastores)
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Header Text: ¢c4591001
Visit: Logs - Unscheduled

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Form Created
(UTC-08:00) Pacific Pastores
Time (US & Canada) (pfe mpastores)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman |Form Created
(UTC-08:00) Pacific (pfe.ebillman)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman |Form Created
(UTC-08:00) Pacific (pfe.ebillman)
Time (US & Canada)
Page 199 of 249
***Confidential ***

FDA-CBER-2021-5683-0000540




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman |Form Created
(UTC-08:00) Pacific (pfe.ebillman)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman |Form Created
(UTC-08:00) Pacific (pfe.ebillman)
Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman |Form Created
(UTC-08:00) Pacific (pfe.ebillman)
Time (US & Canada)
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Site No: 1055
Subject No: 10551006

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

(UTC-08:00) Pacific
Time (US & Canada)

1. Category:
Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(autocalc) | ADVERSE EVENT

(UTC-08:00) Pacific
Time (US & Canada)

2. AE ID:
Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(autocalc) |1

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Nov-03-2020 04:14:41 | ACVOPFEINFP6000 [ Cavin van Query 1: Closed MH deleted
(UTC-08:00) Pacific Schalkwyk
Time (US & Canada) (pfe.vansccO1)
Nov-02-2020 11:49:46 | ACVOPFEINFP6000 | Julie Glazier Query 1: Answered AE of UTI is new
(UTC-08:00) Pacific (pfe.jglazier) occurrence and not
Time (US & Canada) part of baseline
medical history
Nov-01-2020 21:23:25 | ACVOPFEINFP6000 | Derrick Query 1: Opened The AE Urinary
(UTC-08:00) Pacific Newton Tract Infection was
Time (US & Canada) (pfe newtod07) reported but is also
listed in Medical

History. Please
clarify if this is a
worsening of the
baseline condition,
and if so, please
consider adding
"worsening" to the
AE term.

Sep-24-2020 13:16:17
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
Pastores Urinary Tract Infection
(pfe mpastores)
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Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

4, Start Date Time:

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sep/1/2020 22:01

Time (US & Canada) (pfe mpastores)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores) | End Date Time:

Sep/6/2020 08:00
6. Toxicity Grade:
Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores 1
Time (US & Canada) (pfe mpastores)

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
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
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
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO
Time (US & Canada) (pfe mpastores)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

(pfe mpastores)

If Not Related to study treatme
nt(s), this event is due to:

OTHER
If Other, specify:

Bacterial Infection

9. Is this event related to study treatment:

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NOT RELATED

10. Latest Action Taken w

ith Study Treatment:

Time (US & Canada)

(pfe mpastores)

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NOT APPLICABLE

Time (US & Canada) (pfe mpastores)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores YES

Time (US & Canada) (pfe mpastores)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada) (pfe mpastores)

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

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores RECOVERED/RESOLVED

14. Did the adverse event cause the subject to be discontinued from the study?
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Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-24-2020 13:16:17 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores NO

Time (US & Canada) (pfe mpastores)
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Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

FDA-CBER-2021-5683-0000548

Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Injection site pain
Time (US & Canada)
4. Start Date Time:
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Dec/22/2020 09:02
Time (US & Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada) End Date Time:
Dec/24/2020 08:00
6. Toxicity Grade:
Date Location User Value Reason
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Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Jan-11-2021 10:04:02
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Elle Billman | Data Entry:
(pfe.ebillman) |2

Initial Entry

7. Is the adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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
Jan-11-2021 10:04:02 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
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Header Text: c4591001
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Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Jan-11-2021 10:04:02 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Jan-11-2021 10:04:02 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(autocalc) | ADVERSE EVENT

2. AE ID:
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(autocalc) |3

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.ebillman) | injection site pain

4, Start Date Time:

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.ebillman) | Jan/11/2021 14:00

5. Is the adverse event still ongoing?

Date Location User Value Reason
Feb-16-2021 16:44:04 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Transcription Error

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.jglazier) [NO
End Date Time:

Jan/12/2021 18:00

Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.ebillman) | NO
End Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

‘ Jan/12/2021 08:00

6. Toxicity Grade:

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) |1

Time (US & Canada)

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-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

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
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

9. Is this event related to study treatment:

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RELATED

Time (US & Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NOT APPLICABLE
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Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RECOVERED/RESOLVED
Time (US & Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date Location User Value Reason
Feb-12-2021 10:59:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |4
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | chills
Time (US & Canada)
4. Start Date Time:
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Jan/11/2021 19:00
Time (US & Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada) End Date Time:
Jan/11/2021 20:00
6. Toxicity Grade:
Date Location User Value Reason
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Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:00:29
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Elle Billman | Data Entry:
(pfe.ebillman) |1

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-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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
Feb-12-2021 11:00:29 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
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Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:00:29 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RECOVERED/RESOLVED

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:00:29 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)
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Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(autocalc) |5

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | fatigue
Time (US & Canada)
4. Start Date Time:
Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Jan/12/2021 12:00
Time (US & Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada) End Date Time:
Jan/12/2021 15:00
6. Toxicity Grade:
Date Location User Value Reason
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Subject No: 10551006
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:01:58 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) |1
Time (US & Canada)
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-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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
Feb-12-2021 11:01:58 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:01:58 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RECOVERED/RESOLVED

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:01:58 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | ADVERSE EVENT
Time (US & Canada)
2. AE ID:
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |6
Time (US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | lymph node swelling
Time (US & Canada)
4. Start Date Time:
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Jan/12/2021 12:00
Time (US & Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada) End Date Time:
Jan/12/2021 15:00
6. Toxicity Grade:
Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:03:03
(UTC-08:00) Pacific
Time (US & Canada)

ACVOPFEINFP6000 | Elle Billman | Data Entry:
(pfe.ebillman) |1

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-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
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
Feb-12-2021 11:03:03 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO
Time (US & Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Feb-12-2021 11:03:03 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | RECOVERED/RESOLVED

Time (US & Canada)

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

Date Location User Value Reason
Feb-12-2021 11:03:03 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Sep-24-2020 15:50:32 ACVOPFEINFP6000 | Megan Form Created
(UTC-08:00) Pacific Pastores
Time (US & Canada) (pfe mpastores)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON STUDY

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Sep-24-2020 15:50:32 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |1

Time (US & Canada)

2. Category:

Date Location User Value Reason
Sep-24-2020 15:50:32 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | VACCINATIONS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Sep-24-2020 15:50:32 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (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
Sep-24-2020 15:50:32 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Influenza Vaccine

Time (US & Canada) (pfe mpastores)

5. Date:

Date Location User Value Reason
Sep-24-2020 15:50:32 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
(UTC-08:00) Pacific Pastores Sep/20/2020

Time (US & Canada) (pfe mpastores)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Dec-18-2020 15:14:48 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.ebillman) | Dec/16/2020
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

Date Location User Value Reason
Dec-18-2020 15:15:24 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Dec-18-2020 15:15:01 ACVOPFEINFP6000 | auto query Query 1: Candidate The response
(UTC-08:00) Pacific (autoquery) indicates participant
Time (US & Canada) was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.
Dec-18-2020 15:15:01 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Participant is willing to return f
Time (US & Canada) or Vaccination 3
Participant is:
eligible per local/national rec
ommendations and confirme
d to have received only place
bo at Vaccination 1/2
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Header Text: ¢c4591001

Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Dec-22-2020 10:08:27 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacitfic
Time (US & Canada)

(pfe.ebillman) | Dec/22/2020
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: INFORMED CONSENT - FURTHER VACCINATION - ¢CRF
Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Consent Was:

(UTC-08:00) Pacific
Time (US & Canada)

Date Location User Value Reason
Dec-22-2020 10:08:41 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(pfe.ebillman) | OBTAINED
Date Written Consent Obtained

Dec/22/2020
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Header Text: c4591001

Visit: V101 _VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551006 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Dec-22-2020 10:09:42 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Dec/22/2020

Time (US & Canada)

2. Phase of Disposition:

Date Location User Value Reason
Dec-22-2020 10:09:42 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | REPEAT SCREENING 1

Time (US & Canada)

3. Status:

Date Location User Value Reason
Dec-22-2020 10:09:42 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | COMPLETED

Time (US & Canada)

090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:23

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
2. Lab Sub-Panel:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
3. Collection Date:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
4. Laboratory Name and Address (Derived)
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
5. Specimen Type:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a
Date Location User Value Reason
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:23

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Dec-22-2020 10:10:24 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sponsor-Defined I Not Appli
Time (US & Canada) dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor ID:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Test:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Result:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Not Done:
Date Location User Value Reason
Dec-22-2020 10:10:24 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Dec-22-2020 15:50:31 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Dec-22-2020 15:50:31 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Dec-22-2020 15:50:44 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Dec-22-2020 15:50:31 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Dec-22-2020 15:50:31 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada) Date of Collection:
Dec/22/2020
5.a
Date Location User Value Reason
Dec-22-2020 15:50:44 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) Sample ID: BR2PLR

Time (US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID

Date Location User Value Reason
Dec-22-2020 15:50:44 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | BR2PLR

Time (US & Canada)

5.b

Date Location User Value Reason
Dec-22-2020 15:50:59 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sample ID: BS3B2Z

Time (US & Canada)

5.b Sample ID

Date Location User Value Reason
Dec-22-2020 15:50:59 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | BS3B2Z

Time (US & Canada)

5.c

Date Location User Value Reason
Dec-22-2020 15:51:13 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sample ID: BS3B30

Time (US & Canada)

5.c Sample ID

Date Location User Value Reason
Dec-22-2020 15:51:13 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | BS3B30

Time (US & Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Dec-22-2020 16:08:54 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Dec-22-2020 16:08:54 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ NASAL _SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Dec-22-2020 16:09:44 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Dec-22-2020 16:08:54 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Dec-22-2020 16:08:54 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada) Date of Collection:
Dec/22/2020
5.a
Date Location User Value Reason
Dec-22-2020 16:09:44 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sample ID: BR2PLN

Time (US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID
Date Location User Value Reason
Dec-22-2020 16:09:44 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | BR2PLN
Time (US & Canada)
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

2. Treatment Name

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Dec/22/2020 09:02

Time (US & Canada)

5. Anatomical Location:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific

(pfe.ebillman) | LEFT
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Header Text: c4591001

Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

7. Route:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |30 MINUTES

Time (US & Canada)

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

administration?

Date Location User Value Reason
Dec-22-2020 10:11:26 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date Treatment Unblinded :

Time (US & Canada)

Date Location User Value Reason
Mar-01-2021 15:21:53 ACVOPFEINFP6000 | Megan Data Entry: Transcription Error
(UTC-08:00) Pacific Pastores Dec/17/2020

(pfe mpastores)

Dec-18-2020 15:15:24 | ACVOPFEINFP6000
(UTC-08:00) Pacific
Time (US & Canada)

Elle Billman Data Entry: Initial Entry
(pfe.ebillman) | Dec/16/2020

2. Primary Reason for Unblinding:

Date Location User Value Reason
Dec-18-2020 15:15:24 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | ASSESS ELIGIBILITY FOR A
Time (US & Canada) DDITIONAL VACCINATION

Page 237 of 249

***Confidential ***

FDA-CBER-2021-5683-0000578




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001

Visit: V102 _VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Jan-11-2021 09:57:44 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacitfic
Time (US & Canada)

(pfe.ebillman) | Jan/11/2021
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
2. Lab Sub-Panel:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
3. Collection Date:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
4. Laboratory Name and Address (Derived)
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
5. Specimen Type:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a
Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Jan-11-2021 10:00:10 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sponsor-Defined I Not Appli
Time (US & Canada) dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor ID:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Test:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Result:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
6.a Not Done:
Date Location User Value Reason
Jan-11-2021 10:00:10 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin
Date Location User Value Reason
Jan-11-2021 15:09:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date Location User Value Reason
Jan-11-2021 15:09:51 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ NASAL _SWAB
Time (US & Canada)
3. Sample Collected?
Date Location User Value Reason
Jan-11-2021 15:10:09 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-08:00) Pacific (autoquery)
Time (US & Canada)
Jan-11-2021 15:09:51 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?'
(UTC-08:00) Pacific (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Jan-11-2021 15:09:51 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada) Date of Collection:
Jan/11/2021
5.a
Date Location User Value Reason
Jan-11-2021 15:10:09 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Sample ID: BR2PNW

Time (US & Canada)
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1055
Subject No: 10551006
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.a Sample ID
Date Location User Value Reason
Jan-11-2021 15:10:09 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | BR2PNW
Time (US & Canada)
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1055
Subject No: 10551006

Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | NO

Time (US & Canada)

2. Treatment Name

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ INJECTION

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | Jan/11/2021 09:00

Time (US & Canada)

5. Anatomical Location:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific

(pfe.ebillman) | LEFT
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Header Text: c4591001

Visit: V102_VAX4

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Time (US & Canada)

7. Route:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 [auto calc | Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) |30 MINUTES

Time (US & Canada)

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

administration?

Date Location User Value Reason
Jan-11-2021 10:00:48 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
(UTC-08:00) Pacific (pfe.ebillman) | YES
Time (US & Canada)
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Header Text: ¢c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

(UTC-08:00) Pacitfic
Time (US & Canada)

Date Location User Value Reason
Feb-12-2021 10:55:39 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(pfe.ebillman) | Feb/12/2021
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Header Text: c4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CONTACT OUTCOME - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Contact Type:

Date Location User Value Reason
Feb-12-2021 10:56:00 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(autocalc) | TELEPHONE VISIT

2. Was contact made?

Date Location User Value Reason
Feb-12-2021 10:56:00 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific
Time (US & Canada)

(pfe.ebillman) | YES
Date of Contact:

Feb/12/2021

Page 246 of 249

***Confidential ***

FDA-CBER-2021-5683-0000587




090177e196ae4079\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Unscheduled

Site No: 1055
Subject No: 10551006

Visit: FURTHER _VACCINATION_EOT -

Form Version: 10-Dec-2020 02:29

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value | Reason

Feb-16-2021 | ACVOPFEINFP6000 Ashwini Devi Query | incorrect

03:44:30 Subhash (pfe.subhaa) | 1: Clo

(UTC-08:00) sed

Pacific Time

(US &

Canada)

Feb-12-2021 [ ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7250357;Status

19:11:13 (pfe. DMW_QUERY) [ 1: Op [ on the Disposition -

(UTC-08:00) ened | Treatment form is

Pacific Time COMPLETED, but

(US & Date is different than

Canada) Visit 3 Date. Please
review and update as
appropriate.

Feb-12-2021 | ACVOPFEINFP6000 Elle Billman Data | Initial Entry

10:56:16 (pfe.ebillman) Entry

(UTC-08:00) H

Pacific Time Feb/1

US & 2/202

Canada) 1

2. Phase of Disposition:

Date Location User Value Reason

Feb-12-2021 10:56:16 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

(UTC-08:00) Pacific (autocalc) | OPEN LABEL TREATMENT

Time (US & Canada)

3. Status:

Date Location User Value Reason

Feb-12-2021 10:56:16 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry

(UTC-08:00) Pacific (pfe.ebillman) | COMPLETED

Time (US & Canada)
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551006
Generated By: pfe.levissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject Status

Date Location User Value Reason
Sep-24-2020 10:55:54 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | FOLLOW-UP
Time (US & Canada)
Aug-07-2020 12:30:53 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-07-2020 12:25:53 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) [ SCREENED
Time (US & Canada)
2. Subject Status Date
Date Location User Value Reason
Sep-24-2020 10:55:54 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Sep/24/2020
Time (US & Canada)
Aug-07-2020 12:30:53 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Aug/7/2020
Time (US & Canada)
Aug-07-2020 12:25:53 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
(UTC-08:00) Pacific (autocalc) | Aug/7/2020
Time (US & Canada)
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Header Text: c4591001

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

Site No: 1055

Subject No: 10551006

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Casebook Signature

(UTC-08:00) Pacitfic
Time (US & Canada)

Date Location User Value Reason
Sep-10-2020 08:38:19 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

(pfe.jglazier) | Click Here to Enable

Page
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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 | STAGE 3 COHORTS
- What cohort does the
subject belong to?
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Header Text: ¢c4591001
Visit: COHORT SELECTION

Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/10/2020
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Header Text: ¢c4591001
Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DEMOGRAPHY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Demography
1. | Subject ID [10551012]
2. | Birth Date: (b) (6) /1988
3. [ Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

***Confidential ***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/10/2020

2. | Erroneous Visit

090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not Met

Criterion Met

L. Description of Inclusion | Not Applicable
Criterion Not Met

Exclusion Criteria Met

2 Description of Exclusion | Not Applicable
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/10/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 199

***Confidential ***

FDA-CBER-2021-5683-0000596




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Medical History Details

l.a

***Confidential ***

Line/MH Number: [1]
Disease/Syndrome [Asthmal]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: Jan/1/1996
Ongoing: YES

L0 || L ine/MH Number: [2]
Disease/Syndrome [Seasonal allergies]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: Jan/1/1993
Ongoing: YES

L.¢ || Line/MH Number: [3]
Disease/Syndrome [Hypothyroid]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: Mar/6/2000
Ongoing: YES
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Header Text: c4591001
Visit: VI DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

l.d

Line/MH Number: [4]
Disease/Syndrome [Zithromax allergy]
/Surgery/Non-Drug
Allergies/Drug Allergies:
Start Date: Dec/UNK/1998
Ongoing: YES
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

***Confidential ***

Vital Signs
1. | Date: Aug/10/2020
2. | Weight: [59.6]
3. | Unit: kg
4. | Height: [156.0]
5. | Unit: cm
6. | Body Mass Index: [24.5]
Vital Signs Details
72 || Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature Location: FOREHEAD
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Header Text: ¢c4591001

Visit: VI_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/10/2020

4. | Laboratory Name and

[STUDY SITE]

Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.a Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition

1. | Randomization Date : Aug/10/2020
2. | Randomization Number: [43756]

3. | Randomization Group: []
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Aug/10/2020

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

[]

Aliquot

Please enter barcode for each aliquot.

32 || Sample ID [BP6S5W]
55 || Sample ID [BP6S5X]
3¢ || Sample ID [BP6S5Y]
5.d || Sample ID [BPFTSC]
5€ || Sample ID [BPFTSD]
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/10/2020
4. | If no sample was collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP6S5S]
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/10/2020 12:10

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES

for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: ¢c4591001
Visit: VI DAY1 VAXI L
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response | YES - REACTOGENICITY E-DIARY COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
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Header Text: c4591001

Visit: V2 VAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/1/2020

2. | Erroneous Visit

090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

I.

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

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

2.f

Symptom:

DIARRHEA

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

NO

Symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2.h

Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

Injection Site Location:

DELTOID MUSCLE
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

reactions present on the
last day the Subject Diary
was completed?

4. |Injection Site Body Side: LEFT

5 || Injection Site Reaction: | REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?

5b Injection Site Reaction: SWELLING
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?

S.c Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO

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

Form Version: 21-Aug-2020 02:51

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/1/2020

Vital Signs Details

2.2 || Record Identifier: 1
Temperature: [34.6]
Unit: C
Temperature Location: FOREHEAD
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Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Lab Urinalysis

1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/1/2020

4. | Laboratory Name and

[STUDY SITE]

Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.a Sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Please enter barcode for each aliquot.

5.a

Sample ID

[BP91S9]
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Header Text: ¢c4591001
Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

for at least the protocol
specified observation period
after investigational product
administration?

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/1/2020 14:31

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

I.

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

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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 MONTHI1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2d Symptom: CHILLS
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was completed?
2. || Symptom: VOMITING
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was completed?
2.f || Symptom: DIARRHEA
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was completed?
2.2 || Symptom: NEW OR WORSENED MUSCLE PAIN
Were fever or systemic NO
symptoms present on the
last day the Subject Diary
was completed?
2.0 11 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
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Header Text: c4591001
Visit: V3 MONTHI1 POSTVAX2 L Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44
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4. | Injection Site Body Side: LEFT
Sa Injection Site Reaction: REDNESS
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?
5b Injection Site Reaction: SWELLING
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?
S.c Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site NO
reactions present on the
last day the Subject Diary
was completed?
Page 27 of 199

FDA-CBER-2021-5683-0000617




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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.

5.a

Sample ID [BPVOCJ]
55 || Sample ID [BPVOCK]
3¢ || Sample ID [BPFTLC]
5.d || Sample ID [BPETLD]
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/23/2021

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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.

32 || Sample ID [BR2P7G]

55 || Sample ID [BS3BBR]

3¢ || Sample ID [BS3BBP]
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V5 MONTHI12 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: POT COVID ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit:
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New

Unscheduled Visit
Form Version: 20-Feb-2021 02:17
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Signs and Symptoms

1. | Date of Assessment: /
2. | Date of First Symptom /l

Started:
3. | Symptoms Ongoing?
Symptoms
4. Symptoms:

Was symptom present?
Symptoms - Other
S Symptoms - Other Text: [1]
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []

Page 38 of 199

***Confidential ***

FDA-CBER-2021-5683-0000628




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Health Care Utilization

L. Physician or Healthcare

Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

Specify:

2. | Other Type of Practitioner | ]

Health Care Utilization

3. | Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Illness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Illness Visit

3.

COVID-19 Illness Visit:

***Confidential ***
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Header Text: ¢c4591001

Visit: POT_COVID_ CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 42 of 199

***Confidential ***

FDA-CBER-2021-5683-0000632




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: Unplanned - New Unscheduled Form: DATE OF VISIT
Visit
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit
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Header Text: ¢c4591001

Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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:

[]

***Confidential ***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. | Date of /l
Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: []
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Header Text: c4591001

Visit: POT _COVID REPEAT SWAB Form: DATE OF VISIT - REPEAT SWAB
- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: ¢c4591001

Visit: POT_COVID REPEAT SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT
- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Logs

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

4 | Catesor AE Ide Adverse Event Start Dat | Is the Adverse Even | Form Instan
8OTY 1 ntifier e t Still Ongoing ce
1. | ADVERSE |1 Left supraclavicul | Sep/2/202 | NO Repeating
EVENT ar adenopathy 007:00 End Date Time: Pages

Sep/3/2020 07:00

***Confidential ***

2. |ADVERSE (2 Shingles Feb/8/202 | YES Repeating
EVENT 1 19:00 Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Locked, Frozen
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Left supraclavicular adenopathy]

(If possible specity
diagnosis, not individual
symptoms)

4. | Start Date Time: Sep/2/2020 07:00
5. |Is the adverse event still NO
ongoing? End Date Time:
Sep/3/2020 07:00
6. | Toxicity Grade: 1
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

***Confidential ***

NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

the 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 Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Shingles] Comments
(If possible specity
diagnosis, not individual
symptoms)

4. | Start Date Time:

Feb/8/2021 19:00

***Confidential ***

5. |Is the adverse event still YES
ongoing?
6. | Toxicity Grade: 2
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specity:

[viral infection]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Number: For Pfizer Use
Only

11. | Was a Concomitant YES
Medication given?

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

13. | What was the outcome of NOT RECOVERED/NOT RESOLVED
this adverse event?:

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

15. | Serious Adverse Event [1]
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Header Text: ¢c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1055
Subject No: 10551012

Generated By: pfe.levissc

Form: MEDICATION ERROR

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

4 Categ | Medicatio | Start | Is the medication erro | Study Medication | Form Instan
ory n Error Date r Still Ongoing Errors Action ce
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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 Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sponsor-Defi | Category for

Concomitant Medic

Name of M | Start | Form Instan

# ned Identifier | Medication | ations Pre-specified | edication Date ce
1. |1 VACCINATI |NO influenza v | Sep/30 | Repeating
ONS accine /2020 Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What is the medication [1]
identifier?
2. | Category: VACCINATIONS

3. | Concomitant Medications NO
Pre-specified:

4. | Medication: [influenza vaccine]

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. | Date: Sep/30/2020
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Header Text: ¢c4591001

090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED
Form Version: 22-Apr-2020 21:03
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
. . Name of
4 Sponsor-Defi | Category for | Concomitant Medic Medicatio Dose Des | Form Instan
ned Identifier | Medication | ations Pre-specified n cription ce
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

7. | Dose Frequency:

8. |Route:

9. | Start Date:

//

10. | Ongoing?
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Header Text: ¢c4591001
Visit: Logs

Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Categ | Treatment Ide
ory ntifier

Con Non-Drug Treatments
Pre-specified

Treatm
ent

Start D
ate

Form Instanc
e

Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: /l

6. | Ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001

Visit: Unplanned Vaccination - Form: VITAL SIGNS - TEMP

Unscheduled

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1. | Date: /

Vital Signs Details

2. Record Identifier:

Temperature: []

Unit:

Temperature Location:
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Lab Urinalysis

1. | Lab Panel:

2. | Lab Sub-Panel:

3. | Collection Date: /!
4. | Laboratory Name and []
Address (Derived)

5. | Specimen Type:

Lab Result

6. Sponsor ID: []
Test:
Result:
Not Done:
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

***Confidential ***

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: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

Visit: V201 SURVEIL CONSENT - Form: DATE OF VISIT
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055
Subject No: 10551012

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit
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Header Text: ¢c4591001

Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Visit: V201 SURVEIL CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

SURVEILLANCE

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Unscheduled

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Visit: V201 SURVEIL CONSENT -

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Potential ReVax Initial Contact - Form: DATE OF VISIT

Unscheduled

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/25/2021

2. | Erroneous Visit

090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001

Unscheduled

Site No: 1055
Subject No: 10551012
Generated By: pfe.levissc

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2

***Confidential ***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : | Jan/25/2021

2. | Primary Reason for ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION

Unblinding:
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Header Text: c4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

***Confidential ***

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: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Death Details
1. | Date of Collection / //
Notification of Death:
Cause of Death
2. Cause of Death Status:
Cause of Death: []
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Header Text: c4591001
Visit: Subject Status - Unscheduled ~ Form: SUBJECT STATUS
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Sep/29/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM

Unscheduled

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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

Helen Approved Feb-25-2021 16:22:18 (UTC-08:00) | BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User Comment

Form | Aug-10-2020 13:16:12 (UTC-08:00) | Julie Glazier |Not applicable

Pacific Time (US & Canada)

(pfe.jglazier)
Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Comments

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User Comment

Pacific Time (US & Canada)

3 Feb-25-2021 10:29:31 (UTC-08:00) | Lana Norman | one dermatome and no prior history of

(pfe.lnorman) | shingles
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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: 1055
Subject No: 10551012
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Helen Approved Feb-25-2021 16:22:18 (UTC-08:00) [ BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Lana N/A Feb-25-2021 10:29:31 (UTC-08:00) Edit - All
Norman Pacific Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Helen Approved Feb-24-2021 08:03:52 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Elle N/A Feb-23-2021 15:53:47 (UTC-08:00) Edit - All

Billman Pacific Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Helen Approved Feb-23-2021 15:02:24 (UTC-08:00) | BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Elle N/A Feb-23-2021 10:58:29 (UTC-08:00) Edit - All
Billman Pacific Time (US & Canada) signatures

invalidated

Affidavit:

N/A

Helen Approved Jan-27-2021 17:04:55 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Julie N/A Jan-27-2021 13:04:05 (UTC-08:00) Edit - All
Glazier Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Helen Approved Oct-12-2020 08:49:52 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Julie N/A Sep-29-2020 13:12:29 (UTC-08:00) Edit - All

Glazier Pacific Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Helen Approved Sep-10-2020 09:56:14 (UTC-08:00) | BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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 Version: 30-Jul-2020 21:29

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: COHORT SELECTION - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:19 (pfe.jglazier) |24 JUL 2020
(UTC-08:00)
Pacific Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:19 (pfe.jglazier) | STAGE 3 COHORTS
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: ¢c4591001
Visit: COHORT SELECTION

Form Version: 22-Apr-2020 21:02

Subject No: 10551012
Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:25 (pfe.jglazier) | OBTAINED
(UTC-08:00) Date Written Conse
Pacific Time (US nt Obtained
& Canada)
Aug/10/2020
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Header Text: ¢c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject ID
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Item copied
13:15:12 (autocalc) | 10551012 from previous
(UTC-08:00) form
Pacific Time (US
& Canada)
2. Birth Date:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Enrollment
13:15:07 (autocalc) |(B) (6) 1988 Entry
(UTC-08:00)
Pacific Time (US
& Canada)
3. Sex:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:53 (pfe.jglazier) | FEMALE
(UTC-08:00)
Pacific Time (US
& Canada)
4. Ethnicity:
Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:53 (pfe.jglazier) | NOT HISPANIC OR

(UTC-08:00) LATINO(A) OR OF

Pacific Time (US SPANISH ORIGIN

& Canada)

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

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:53 (pfe.jglazier) | WHITE

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:16:02 (pfe.jglazier) | Aug/10/2020
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:16:24 (pfe.jglazier) | Aug/10/2020

(UTC-08:00)

Pacific Time (US

& Canada)

2. Phase of Disposition:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:16:24 (autocalc) | SCREENING

(UTC-08:00)

Pacific Time (US

& Canada)

3. Status:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:16:24 (pfe.jglazier) | COMPLETED

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

la
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:20:52 (autocalc) | Line/MH Nu 1
(UTC-0800) mber:
Pacific Time (US Medical Histo Asthm
& Canada) ry Term: a
Start Date:  Jan/1/
1996
Ongoing: YES
1.a Line/MH Number:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:20:52 (autocalc) | 1
(UTC-08:00)
Pacific Time (US
& Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-13-2020 ACVOPFEINFP6000 | Katherine Query 1: Closed Response
22:38:13 Liau satisfies query
(UTC-08:00) (pfe.liaukf)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-13-2020 ACVOPFEINFP6000 [ Julie Glazier | Query 1: Answered | Original value

11:50:21 (pfe.jglazier) is correct

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-12-2020 ACVOPFEINFP6000 | Hayley Query 1: Opened GPD Clin: Per

04:58:20 Wyper IC3, please

(UTC-08:00) (pfe.wyperh) confirm

Pacific Time (US stability of

& Canada) symptoms prior
to study
enrolment; that
no significant
change in
therapy or
hospitalization
for worsening
of disease
within 6 weeks
of enrolment.
Also, confirm
EC13 reviewed
(systemic
corticosteroid
use)

Aug-10-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry

13:20:52 (pfe.jglazier) | Asthma

(UTC-08:00)

Pacific Time (US

& Canada)

1.a Start Date:
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:20:52 (pfe.jglazier) |Jan/1/1996
(UTC-08:00)
Pacific Time (US
& Canada)
1.a Ongoing:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:20:52 (pfe.jglazier) | YES
(UTC-08:00)
Pacific Time (US
& Canada)
1b
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:21:06 (autocalc) | Line/MH N 2
(UTC-08:00) umber:
Pacific Time (US Medical Hi Seasonal
& Canada) story Term: allergies

Start Date: Jan/1/19

93
Ongoing: YES
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Site No: 1055

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.b Line/MH Number:

***Confidential ***

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:21:06 (autocalc) | 2
(UTC-08:00)
Pacific Time (US
& Canada)
1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:21:06 (pfe.jglazier) | Seasonal allergies
(UTC-08:00)
Pacific Time (US
& Canada)
1.b Start Date:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:06 (pfe.jglazier) |Jan/1/1993
(UTC-08:00)
Pacific Time (US
& Canada)
1.b Ongoing:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:06 (pfe.jglazier) | YES
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Header Text: c4591001
Visit: V1 _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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)
lc
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:21:32 (autocalc) | Line/MH Nu 3
(UTC-OSOO) mber:
Pacific Time (US Medical Hist Hypoth
& Canada) ory Term:  yroid

Start Date: Mar/6/

2000
Ongoing: YES
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Site No: 1055

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.c Line/MH Number:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:21:32 (autocalc)

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:21:32 (pfe.jglazier) | Hypothyroid

(UTC-08:00)

Pacific Time (US

& Canada)

1.c Start Date:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:32 (pfe.jglazier) | Mar/6/2000

(UTC-08:00)

Pacific Time (US

& Canada)

1.c Ongoing:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:32 (pfe.jglazier) | YES
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Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)
1d
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:21:59 (autocalc) | Line/MH N 4
(UTC-08:00) umber:
Pacific Time (US Medical Hi Zithroma
& Canada) story Term: x allergy
Start Date: Dec/UN
K/1998
Ongoing: YES
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Site No: 1055

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Trail History

Form: GENERAL MEDICAL HISTORY - eCRF Audit

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

1.d Line/MH Number:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:21:59 (autocalc) | 4

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:21:59 (pfe.jglazier) |Zithromax allergy

(UTC-08:00)

Pacific Time (US

& Canada)

1.d Start Date:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:59 (pfe.jglazier) | Dec/UNK/1998

(UTC-08:00)

Pacific Time (US

& Canada)

1.d Ongoing:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:21:59 (pfe.jglazier) | YES
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Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) | Aug/10/2020

(UTC-08:00)

Pacific Time (US

& Canada)

2. Weight:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |59.6

(UTC-08:00)

Pacific Time (US

& Canada)

3. Unit:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |kg

(UTC-08:00)

Pacific Time (US

& Canada)

4. Height:

Date Location User Value Reason

***Confidential ***
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 30-Jul-2020 21:28

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) | 156.0
(UTC-08:00)
Pacific Time (US
& Canada)
5. Unit:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |cm
(UTC-08:00)
Pacific Time (US
& Canada)
6. Body Mass Index:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:10 (autocalc) | 24.5
(UTC-08:00)
Pacific Time (US
& Canada)
7.a
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) | Record Ide 1
(UTC-08:00) ntifier::
Pacific Time (US Temperatur 36.8
& Canada) e
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Site No: 1055

Form Version: 30-Jul-2020 21:28

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Temperatur C
e Unit:

Temperatur FORE
e Location:: HEAD

7.a Record ldentifier:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |1

(UTC-08:00)

Pacific Time (US

& Canada)

7.a Temperature:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |36.8

(UTC-08:00)

Pacific Time (US

& Canada)

7.a Unit:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) |C

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

7.a Temperature Location:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:10 (pfe.jglazier) | FOREHEAD
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001

Visit: V1 _DAY1 VAX1 L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:21 (autocalc) | URINALYSIS

(UTC-08:00)

Pacific Time (US

& Canada)

2. Lab Sub-Panel:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:17:21 (autocalc) | PREGNANCY

(UTC-08:00)

Pacific Time (US

& Canada)

3. Collection Date:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:21 (pfe.jglazier) | Aug/10/2020

(UTC-08:00)

Pacific Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date Location | User | Value Reason
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 30-Jul-2020 21:27

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

eCRF Audit Trail History

Form: LAB URINALYSIS - PREGNANCY TEST -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:21 (autocalc) | STUDY SITE
(UTC-08:00)
Pacific Time (US
& Canada)
5. Specimen Type:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:21 (autocalc) | URINE
(UTC-08:00)
Pacific Time (US
& Canada)
6.a
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:21 (autocalc) Sponsor- 113
(UTC-08:00) Defined I
Pacific Time (US dentifier:
& Canada) Test:: Choriogon

adotropin

Beta PX11

3

Result:: NEGATIV
E
Not Done
6.a Sponsor ID:
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 30-Jul-2020 21:27

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

eCRF Audit Trail History

Form: LAB URINALYSIS - PREGNANCY TEST -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:17:21 (autocalc) | 113

(UTC-08:00)

Pacific Time (US

& Canada)

6.a Test:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:21 (pfe.jglazier) | Choriogonadotropin

(UTC-08:00) Beta PX113

Pacific Time (US

& Canada)

6.a Result:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:21 (pfe.jglazier) | NEGATIVE

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:44 (pfe.jglazier) | Aug/10/2020
(UTC-08:00)
Pacific Time (US
& Canada)
2. Randomization Number:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:17:44 (pfe.jglazier) | 43756
(UTC-08:00)
Pacific Time (US
& Canada)

Page 112 of 199

***Confidential ***

FDA-CBER-2021-5683-0000702
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Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:09:43 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
15:09:43 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:09:48 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample
15:09:43 (autoquery) Collected?' is
(UTC-08:00) Yes, however
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:09:43 (pfe.jglazier) | YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Aug/10/2020

5.a

Date Location User Value Reason

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:09:48 (pfe,jglazier) | Sample ID BP6S5

(UTC-08:00) . W

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:09:48 (pfe.jglazier) | BP6S5W

(UTC-08:00)

Pacific Time (US

& Canada)

5.b

Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:09:58 (pfe.jglazier) | Sample ID BP6S5

(UTC-08:00) . X

Pacific Time (US

& Canada)

5.b Sample ID

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:09:58 (pfe.jglazier) | BP6S5X

(UTC-08:00)

Pacific Time (US

& Canada)

5.c

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:10:06 (pfe,jglazier) | Sample ID BP6S5

(UTC-08:00) . Y

Pacific Time (US

& Canada)

5.c Sample ID

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:10:06 (pfe.jglazier) | BP6S5Y

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.d
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:10:29 (pfe.jglazier) | Sample ID BPFTS
(UTC-08:00) : C
Pacific Time (US
& Canada)
5.d Sample ID
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
15:10:29 (pfe.jglazier) | BPFTSC
(UTC-08:00)
Pacific Time (US
& Canada)
o.e
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:10:45 (pfe.jglazier) | Sample ID BPETS
(UTC-08:00) . D
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.e Sample ID

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
15:10:45 (pfe.jglazier) | BPFTSD

(UTC-08:00)

Pacific Time (US

& Canada)
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:11:02 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
15:11:02 (autocalc) | NASAL SWAB

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:11:14 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample
15:11:02 (autoquery) Collected?' is
(UTC-08:00) Yes, however
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:11:02 (pfe.jglazier) | YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Aug/10/2020

5.a

Date Location User Value Reason

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:11:14 (pfe,jglazier) | Sample ID BP6S5S

(UTC-08:00) .

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry

15:11:14 (pfe.jglazier) | BP6S5S

(UTC-08:00)

Pacific Time (US

& Canada)

***Confidential ***
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Header Text: ¢c4591001

Visit: VI DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:18:03 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2. Treatment Name
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:18:03 (autocalc) | BLINDED THERAPY
(UTC-08:00)
Pacific Time (US
& Canada)
3. Formulation:
Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:18:03 (autocalc) | INJECTION
(UTC-08:00)
Pacific Time (US
& Canada)
4. Dose Date Time:
Date Location User Value Reason
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Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:18:03 (pfe.jglazier) | Aug/10/2020 12:10

(UTC-08:00)

Pacific Time (US

& Canada)

5. Anatomical Location:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:18:03 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US

& Canada)

6. Body Side:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:18:03 (pfe.jglazier) |LEFT

(UTC-08:00)

Pacific Time (US

& Canada)

7. Route:

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:18:03 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:18:03 (autocalc) | THE PROTOCOL SPE

(UTC-08:00) CIFIED OBSERVATIO

Pacific Time (US N PERIOD

& Canada)

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

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:18:03 (pfe.jglazier) | YES
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason
Aug-10-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:18:10 (pfe.jglazier) | YES - REACTOGEN

(UTC-08:00) ICITY E-DIARY CO

Pacific Time (US LLECTED FOR THI

& Canada) S SUBJECT
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Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:26 (pfe.jglazier) | Sep/1/2020
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1055

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: ¢c4591001

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe,jglazier) | Symptom:: F
(UTC-08:00) E
Pacific Time (US \Y
& Canada) E
R

Were fever or sy N

stemic symptom O

s present on the

last day the Sub

ject Diary was ¢

ompleted?:
2.a Symptom:
Date Location User Value Reason

***Confidential ***

Page 125 of 199

FDA-CBER-2021-5683-0000715




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | FEVER

(UTC-08:00)

Pacific Time (US

& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.b
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) Symptom:: FA
(UTC-08:00) TI
Pacific Time (US G
& Canada) U

E

Were fever ors N
ystemic sympto O
ms present on t

he last day the S
ubject Diary wa

s completed?:
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Site No: 1055

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.b Symptom:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | FATIGUE

(UTC-08:00)

Pacific Time (US

& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

2.C

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe,jglazier) | Symptom:: HE

(UTC-08:00) AD

Pacific Time (US AC

& Canada) HE
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were fever or s NO
ystemic sympto

ms present on t

he last day the
Subject Diary

was completed?

2.c Symptom:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | HEADACHE

(UTC-08:00)

Pacific Time (US

& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2d
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) Symptom:: C
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Site No: 1055

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) HI
Pacific Time (US L
& Canada) L
S

Were fever or sy N

stemic symptom O

s present on the

last day the Sub

ject Diary was ¢

ompleted?:
2.d Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | CHILLS
(UTC-08:00)
Pacific Time (US
& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

2.e

Date Location User Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe,jglazier) | Symptom:: VO
(UTC-08:00) MI
Pacific Time (US TI
& Canada) NG
Were fever or s NO
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
I
2.e Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | VOMITING
(UTC-08:00)
Pacific Time (US
& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

ms present on t
he last day the
Subject Diary
was completed?

2.f
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) Symptom:: DI
(UTC-08:00) AR
Pacific Time (US RH
& Canada) EA
Were fever or s N
ystemic sympto O
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.f Symptom:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | DIARRHEA

(UTC-08:00)

Pacific Time (US

& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.9
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | Symptom:: NEW
(UTC-08:00) ORW
Pacific Time (US ORSE
& Canada) NED

MUS

CLEP

AIN
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Site No: 1055

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were fever o0 NO
r systemic sy
mptoms pre

sent on the |

ast day the S

ubject Diary

was complet

ed?:
2.9 Symptom:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NEW OR WORSEN
(UTC-08:00) ED MUSCLE PAIN
Pacific Time (US
& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

2.h

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

15:31:58
(UTC-08:00)
Pacific Time (US
& Canada)

(pfejglazier) | Symptom:: NEW
OR W
ORSE
NED
JOIN
T PAI
N

Were fever o NO
r systemic sy
mptoms pres

ent on the la

st day the Su
bject Diary

was complet
ed?:
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Site No: 1055

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.h Symptom:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NEW OR WORSEN

(UTC-08:00) ED JOINT PAIN

Pacific Time (US

& Canada)

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 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

3. Injection Site Location:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:31:58 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US

& Canada)

4. Injection Site Body Side:

Date Location User Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | LEFT
(UTC-08:00)
Pacific Time (US
& Canada)
5.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | Injection Site R RE
(UTC-08:00) eaction:: D
Pacific Time (US NE
& Canada) SS
Were injection s N
ite reactions pre O
sent on the last
day the Subject
Diary was com
pleted?:
5.a Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | REDNESS
(UTC-08:00)
Pacific Time (US
& Canada)

5.a Were injection site reactions present on the last day the Subject Diary was completed?
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Site No: 1055

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
5.b
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | Injection Site SW
(UTC-08:00) Reaction:: EL
Pacific Time (US LI
& Canada) NG

Were injection NO

site reactions p

resent on the la

st day the Subj

ect Diary was ¢

ompleted?:

***Confidential ***

Page 137 of 199

FDA-CBER-2021-5683-0000727




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.b Injection Site Reaction:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | SWELLING

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
5.C
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | Injection Site PAI
(UTC-08:00) Reaction:: N AT
Pacific Time (US INJE
& Canada) CTI

ON

SITE
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were injectio NO
n site reaction
s present on t

he last day th

e Subject Dia

ry was compl

eted?:
5.c Injection Site Reaction:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | PAIN AT INJECTIO
(UTC-08:00) N SITE
Pacific Time (US
& Canada)

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

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:31:58 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V2 VAX2 L
Form Version: 21-Aug-2020 02:51

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | Sep/1/2020
(UTC-08:00)
Pacific Time (US
& Canada)
2.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | Record Iden 1
(UTC-08:00) tifier::
Pacific Time (US Temperatur 34.6
& Canada) e:
Temperatur C
e Unit:
Temperatur FORE
e Location:: HEAD
2.a Record ldentifier:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | 1
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.a Temperature:

Date Location User Value Reason
Sep-02-2020 ACVOPFEINFP6000 |Sonal K Query 1: Closed As per site
01:49:49 (pfe.ks66) confirmation
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier |Query 1: Answered | correct as
15:32:55 (pfe.jglazier) entered, not
(UTC-08:00) clinically
Pacific Time (US significant

& Canada)

Sep-01-2020 ACVOPFEINFP6000 |auto query Query 1: Opened Temperature
15:32:19 (autoquery) 346 Cis
(UTC-08:00) outside of
Pacific Time (US Normal Range
& Canada) 36.1-37.5C.
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | 34.6

(UTC-08:00)

Pacific Time (US

& Canada)

2.a Unit:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | C

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.a Temperature Location:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:32:19 (pfe.jglazier) | FOREHEAD

(UTC-08:00)

Pacific Time (US

& Canada)
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Site No: 1055

Form Version: 30-Jul-2020 21:27

Subject No: 10551012
Generated By: pfe.levissc

Header Text: ¢c4591001
Visit: V2 VAX2 L

Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Lab Panel:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:32:35 (autocalc) | URINALYSIS

(UTC-08:00)

Pacific Time (US

& Canada)

2. Lab Sub-Panel:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:32:35 (autocalc) | PREGNANCY

(UTC-08:00)

Pacific Time (US

& Canada)

3. Collection Date:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:32:35 (pfe.jglazier) | Sep/1/2020

(UTC-08:00)

Pacific Time (US

& Canada)

4. Laboratory Name and Address (Derived)

Date Location | User | Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:32:35 (autocalc) [ STUDY SITE
(UTC-08:00)
Pacific Time (US
& Canada)
5. Specimen Type:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:32:35 (autocalc) [ URINE
(UTC-08:00)
Pacific Time (US
& Canada)
6.a
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:32:35 (autocalc) | Sponsor- 113
(UTC-08:00) Defined I
Pacific Time (US dentifier:
& Canada) Test:: Choriogon

adotropin

Beta PX11

3

Result:: NEGATIV
E
Not Done
6.a Sponsor ID:
Page 144 of 199
*#*Confidential ***

FDA-CBER-2021-5683-0000734




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason

Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry

15:32:35 (autocalc) | 113

(UTC-08:00)

Pacific Time (US

& Canada)

6.a Test:

Date Location User Value Reason

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry

15:32:35 (pfe.jglazier) | Choriogonadotropin

(UTC-08:00) Beta PX113

Pacific Time (US

& Canada)

6.a Result:

Date Location User Value Reason

Sep-01-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

15:32:35 (pfe.jglazier) | NEGATIVE

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:57:26 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:57:26 (autocalc) [ NASAL SWAB

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [auto query Query 1: Deleted Close Auto
15:57:35 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-01-2020 ACVOPFEINFP6000 [ auto query Query 1: Candidate | 'Sample
15:57:26 (autoquery) Collected?' is
(UTC-08:00) Yes, however
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Site No: 1055

Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-01-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry

15:57:26 (pfe.jglazier) | YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Sep/1/2020

5.a

Date Location User Value Reason

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry

15:57:35 (pfe.jglazier) | Sample ID: BP91S9

(UTC-08:00)

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry

15:57:35 (pfe.jglazier) | BP91S9

(UTC-08:00)

Pacific Time (US

& Canada)

***Confidential ***

Page 147 of 199

FDA-CBER-2021-5683-0000737
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Header Text: ¢c4591001

Visit: V2 VAX2 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:34:02 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2. Treatment Name
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:34:02 (autocalc) | BLINDED THERAPY
(UTC-08:00)
Pacific Time (US
& Canada)
3. Formulation:
Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:34:02 (autocalc) [ INJECTION
(UTC-08:00)
Pacific Time (US
& Canada)
4. Dose Date Time:
Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:04

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-01-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
15:34:02 (pfe.jglazier) | Sep/1/2020 14:31

(UTC-08:00)

Pacific Time (US

& Canada)

5. Anatomical Location:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:34:02 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US

& Canada)

6. Body Side:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:34:02 (pfe.jglazier) | LEFT

(UTC-08:00)

Pacific Time (US

& Canada)

7. Route:

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:34:02 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US

& Canada)
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

10. Timeframe Subject Was Observed

Date Location User Value Reason
Sep-01-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:34:02 (autocalc) | THE PROTOCOL SPE

(UTC-08:00) CIFIED OBSERVATIO

Pacific Time (US N PERIOD

& Canada)

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 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
15:34:02 (pfe.jglazier) | YES
(UTC-08:00)
Pacific Time (US
& Canada)
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Visit: V3 MONTH1 POSTVAX2 L Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:29 (pfe.jglazier) | Sep/29/2020

(UTC-08:00)

Pacific Time (US

& Canada)
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.a
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: F
(UTC-08:00) E
Pacific Time (US \Y
& Canada) E
R

Were fever or sy N

stemic symptom O

s present on the

last day the Sub

ject Diary was ¢

ompleted?:
2.a Symptom:
Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Header Text: c4591001
Visit: V3 MONTHI1 POSTVAX2 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 Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | FEVER

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.b
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: FA
(UTC-08:00) TI
Pacific Time (US G
& Canada) U

E

Were fever ors N
ystemic sympto O
ms present on t

he last day the S
ubject Diary wa

s completed?:
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.b Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | FATIGUE

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.C
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: HE
(UTC-08:00) AD
Pacific Time (US AC
& Canada) HE
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were fever or s NO
ystemic sympto

ms present on t

he last day the
Subject Diary

was completed?

2.c Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | HEADACHE

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

2.d

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: C
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) HI
Pacific Time (US L
& Canada) L
S

Were fever or sy N

stemic symptom O

s present on the

last day the Sub

ject Diary was ¢

ompleted?:
2.d Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | CHILLS
(UTC-08:00)
Pacific Time (US
& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.e
Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: VO
(UTC-08:00) MI
Pacific Time (US TI
& Canada) NG

Were fever or s NO

ystemic sympto

ms present on t

he last day the

Subject Diary

was completed

I
2.e Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | VOMITING
(UTC-08:00)
Pacific Time (US
& Canada)
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L. Form: VACCINATION SYMPTOMS DIARY -

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

2.f

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe,jglazier) | Symptom:: DI

(UTC-08:00) AR

Pacific Time (US RH

& Canada) EA

Were fever or s N
ystemic sympto O
ms present on t

he last day the
Subject Diary

was completed?
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.f Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | DIARRHEA

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.9
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | Symptom:: NEW
(UTC-08:00) OR W
Pacific Time (US ORSE
& Canada) NED

MUS

CLEP

AIN
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Were fever o0 NO
r systemic sy
mptoms pre

sent on the |

ast day the S

ubject Diary

was complet

ed?:
2.9 Symptom:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NEW OR WORSEN
(UTC-08:00) ED MUSCLE PAIN
Pacific Time (US
& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
2.h
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Visit: V3 MONTH1 POSTVAX2 L. Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

13:14:12
(UTC-08:00)
Pacific Time (US
& Canada)

(pfejglazier) | Symptom:: NEW
OR W
ORSE
NED
JOIN
T PAI
N

Were fever o NO
r systemic sy
mptoms pres

ent on the la

st day the Su
bject Diary

was complet
ed?:
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.h Symptom:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) [ NEW OR WORSEN

(UTC-08:00) ED JOINT PAIN

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
3. Injection Site Location:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:14:12 (autocalc) | DELTOID MUSCLE
(UTC-08:00)
Pacific Time (US
& Canada)
4. Injection Site Body Side:
Date Location User Value Reason
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Form Version: 30-Jul-2020 21:30

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | LEFT
(UTC-08:00)
Pacific Time (US
& Canada)
5.a
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | Injection Site R RE
(UTC-08:00) eaction:: D
Pacific Time (US NE
& Canada) SS
Were injection s N
ite reactions pre O
sent on the last
day the Subject
Diary was com
pleted?:
5.a Injection Site Reaction:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) [ REDNESS
(UTC-08:00)
Pacific Time (US
& Canada)

5.a Were injection site reactions present on the last day the Subject Diary was completed?
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
5b
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | Injection Site SW
(UTC-08:00) Reaction:: EL
Pacific Time (US LI
& Canada) NG

Were injection NO

site reactions p

resent on the la

st day the Subj

ect Diary was ¢

ompleted?:
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: VACCINATION SYMPTOMS DIARY -

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.b Injection Site Reaction:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | SWELLING

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
5.c
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | Injection Site PAI
(UTC-08:00) Reaction:: N AT
Pacific Time (US INJE
& Canada) CTI

ON

SITE
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L. Form: VACCINATION SYMPTOMS DIARY -

Form Version: 30-Jul-2020 21:30
Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Were injectio NO
n site reaction
s present on t

he last day th

e Subject Dia

ry was compl

eted?:
5.c Injection Site Reaction:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | PAIN AT INJECTIO
(UTC-08:00) N SITE
Pacific Time (US
& Canada)

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

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:14:12 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:19:45 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:19:45 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:19:52 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-29-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | 'Sample
15:19:45 (autoquery) e Collected?' is
(UTC-08:00) Yes, however
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090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes
& Canada) are entered.
Please review
and correct as
appropriate.
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:19:45 Pastores YES
(UTC-08:00) (pfe.mpastores) | Date of Collectio
Pacific Time (US n:
& Canada)
Sep/29/2020
5.a
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:19:52 Pastores Sample I BPVOC
(UTC-08:00) (pfe.mpastores) | D: ]
Pacific Time (US
& Canada)
5.a Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:19:52 Pastores BPV0CJ
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5.b
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:05 Pastores Sample I BPV0C

(UTC-08:00) (pfe.mpastores) | D: K

Pacific Time (US

& Canada)

5.b Sample ID

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:05 Pastores BPVOCK

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5.c

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:30 Pastores Sample I BPFTL

(UTC-08:00) (pfe.mpastores) | D: C

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:30 Pastores BPFTLC
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5d
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:46 Pastores Sample I BPFTL
(UTC-08:00) (pfe.mpastores) | D: D
Pacific Time (US
& Canada)
5.d Sample ID
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:20:46 Pastores BPFTLD
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: V4 MONTH6 L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
10:58:29 (pfe.ebillman) | Feb/23/2021

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:47 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:53:47 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto
15:53:59 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Feb-23-2021 ACVOPFEINFP6000 |auto query Query 1: Candidate |'Sample
15:53:47 (autoquery) Collected?' is
(UTC-08:00) Yes, however
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Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

15:53:47 (pfe.ebillman) | YES

(UTC-08:00) Date of Collection

Pacific Time (US :

& Canada)

Feb/23/2021

5.a

Date Location User Value Reason

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry

15:53:59 (pfe.ebillman) | Sample ID BR2P7

(UTC-08:00) . G

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry

15:53:59 (pfe.ebillman) | BR2P7G

(UTC-08:00)

Pacific Time (US

& Canada)

5.b

***Confidential ***

Page 173 of 199

FDA-CBER-2021-5683-0000763




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
15:54:15 (pfe.ebillman) | Sample I BS3BB
(UTC-08:00) D: R
Pacific Time (US
& Canada)
5.b Sample ID
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
15:54:15 (pfe.ebillman) | BS3BBR
(UTC-08:00)
Pacific Time (US
& Canada)
5.c
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [Elle Billman |Data Entry: Initial Entry
15:54:26 (pfe.ebillman) | Sample ID BS3BB
(UTC-08:00) . P
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Subject No: 10551012
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample ID

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [Elle Billman |Data Entry: Initial Entry
15:54:26 (pfe.ebillman) | BS3BBP

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:19:10 (pfe.jglazier) | Sep/29/2020
(UTC-08:00)
Pacific Time (US
& Canada)
2. Phase of Disposition:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:19:10 (autocalc) | VACCINATION
(UTC-08:00)
Pacific Time (US
& Canada)
3. Status:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:19:10 (pfe.jglazier) | COMPLETED
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Form Created

13:18:39 (pfe.jglazier)

(UTC-08:00)

Pacitic Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 | Elle Billman |Form Created
11:04:15 (pfe.ebillman)
(UTC-08:00)
Pacific Time (US
& Canada)

Page 178 of 199

*#**Confidential***

FDA-CBER-2021-5683-0000768




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:18:39 (autocalc) [ ADVERSE EVENT

(UTC-08:00)

Pacific Time (US

& Canada)

2. AE ID:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
13:18:39 (autocalc) |1

(UTC-08:00)

Pacific Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | Left supraclavicular a

(UTC-08:00) denopathy

Pacific Time (US

& Canada)

4. Start Date Time:

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | Sep/2/2020 07:00

(UTC-08:00)

Pacific Time (US

& Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO

(UTC-08:00) End Date Time:

Pacific Time (US

& Canada) Sep/3/2020 07:00

6. Toxicity Grade:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) |1

(UTC-08:00)

Pacific Time (US

& Canada)

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).
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

9. Is this event related to study treatment:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | RELATED

(UTC-08:00)

Pacific Time (US

& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NOT APPLICABLE

(UTC-08:00)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | RECOVERED/RESO
(UTC-08:00) LVED
Pacific Time (US
& Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:18:39 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
11:04:15 (autocalc) [ ADVERSE EVENT
(UTC-08:00)
Pacific Time (US
& Canada)
2. AE ID:
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
11:04:15 (autocalc) |2
(UTC-08:00)
Pacific Time (US
& Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Feb-25-2021 ACVOPFEINFP6000 | Sian Jones Query 1: Closed Response
12:15:09 (pfe.jones111) satisfies query
(UTC-08:00)
Pacific Time (US
& Canada)
Feb-25-2021 ACVOPFEINFP6000 |Lana Norman |Query 1: Answered |one
10:29:08 (pfe.Inorman) dermatome
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) and no prior

Pacific Time (US history of

& Canada) shingles

Feb-25-2021 ACVOPFEINFP6000 [ Sian Jones Query 1: Opened clinical: pls

06:34:31 (pfe.jones111) advise if one

(UTC-08:00) or more than

Pacific Time (US one

& Canada) dermatome
involved, and
if subject has
prior history
of shingles.

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry

11:04:15 (pfe.ebillman) [ Shingles

(UTC-08:00)

Pacific Time (US

& Canada)

4. Start Date Time:

Date Location User Value Reason

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry

11:04:15 (pfe.ebillman) | Feb/8/2021 19:00

(UTC-08:00)

Pacific Time (US

& Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry

11:04:15 (pfe.ebillman) | YES
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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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)

Pacific Time (US

& Canada)

6. Toxicity Grade:

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
11:04:15 (pfe.ebillman) |2

(UTC-08:00)

Pacific Time (US

& Canada)

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-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [Elle Billman | Data Entry: New
13:33:34 (pfe.ebillman) | NOT RELATED Information
(UTC-08:00) If Not Related to s
Pacific Time (US tudy treatment(s),
& Canada) this event is due to
OTHER
If Other, specif
y:
viral infection
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NOT RELATED
(UTC-08:00) If Not Related to s
Pacific Time (US tudy treatment(s),
& Canada) this event is due to
OTHER

10. Latest Action Taken with Study Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NOT APPLICABLE
(UTC-08:00)
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Feb-25-2021 ACVOPFEINFP6000 | Sian Jones Query 1: Closed Response
12:14:45 (pfe.jonesl11) satisfies query
(UTC-08:00)
Pacific Time (US
& Canada)
Feb-25-2021 ACVOPFEINFP6000 |Lana Norman |Query 1: Answere |none of the
10:16:00 (pfe.lnorman) |[d meds taken for
(UTC-08:00) this event were
Pacific Time (US steroids
& Canada)
Feb-25-2021 ACVOPFEINFP6000 | Sian Jones Query 1: Opened | clinical: did
06:36:01 (pfe.jonesl111) subject receive
(UTC-08:00) steroids? if so
Pacific Time (US please advise of
& Canada) dose and

duration.Thanks
Feb-23-2021 ACVOPFEINFP6000 | Elle Billman | Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | YES
(UTC-08:00)
Pacific Time (US
& Canada)

Page 188 of 199
*#*Confidential ***

FDA-CBER-2021-5683-0000778




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:02

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [Elle Billman |Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NOT RECOVERED

(UTC-08:00) /NOT RESOLVED

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
11:04:15 (pfe.ebillman) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

***Confidential ***

Page 189 of 199

FDA-CBER-2021-5683-0000779




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

STUDY VACCINATIONS - Audit Trail

Form Status:

Form: CONCOMITANT MEDICATIONS - NON

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 | Elle Billman |Form Created
11:02:27 (pfe.ebillman)
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON

STUDY VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
11:02:27 (autocalc) |1

(UTC-08:00)

Pacific Time (US

& Canada)

2. Category:

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
11:02:27 (autocalc) | VACCINATIONS

(UTC-08:00)

Pacific Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
11:02:27 (autocalc) [ NO

(UTC-08:00)

Pacific 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
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON

STUDY VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 [Elle Billman |Data Entry: Initial Entry
11:02:27 (pfe.ebillman) | influenza vaccine
(UTC-08:00)
Pacific Time (US
& Canada)
5. Date:
Date Location User Value Reason
Feb-23-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
11:02:27 (pfe.ebillman) | Sep/30/2020
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: c4591001

Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:04:05 (pfe.jglazier) |Jan/25/2021

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001
Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -

Unscheduled

eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1055

Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551012 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto
13:04:42 (autoquery) Query
(UTC-08:00)
Pacific Time (US
& Canada)
Jan-27-2021 ACVOPFEINFP6000 |auto query Query 1: Candidate |The response
13:04:26 (autoquery) indicates
(UTC-08:00) participant was
Pacific Time (US unblinded,
& Canada) however the
TREATMENT
UNBLINDED
date is missing
in the DISP
visit. Please
complete this
date.
Jan-27-2021 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:04:26 (pfe.jglazier) | Participant is willin
(UTC-08:00) g to return for Vacci
Pacific Time (US nation 3
& Canada) Participant is:
eligible and NO
T confirmed to h
ave received onl
y placebo at Vac
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Header Text: c4591001

Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -

eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

| | cination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

History

Form: TREATMENT UNBLINDED - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:04:42 (pfe.jglazier) |Jan/25/2021
(UTC-08:00)
Pacific Time (US
& Canada)
2. Primary Reason for Unblinding:
Date Location User Value Reason
Jan-27-2021 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:04:42 (pfe.jglazier) | ASSESS ELIGIBILI
(UTC-08:00) TY FOR ADDITION
Pacific Time (US AL VACCINATION
& Canada)
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Site No: 1055

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject Status

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:19:10 (autocalc) | FOLLOW-UP

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
13:17:44 (autocalc) | ENROLLED/RANDO

(UTC-08:00) MIZED

Pacific Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:16:24 (autocalc) | SCREENED

(UTC-08:00)

Pacific Time (US

& Canada)

2. Subject Status Date

Date Location User Value Reason
Sep-29-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
13:19:10 (autocalc) | Sep/29/2020

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-10-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:17:44 (autocalc) | Aug/10/2020
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551012

Generated By: pfe.levissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)

Aug-10-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

13:16:24
(UTC-08:00)
Pacific Time (US
& Canada)

(autocalc) | Aug/10/2020

Page 198 of 199

***Confidential ***

FDA-CBER-2021-5683-0000788




090177e196ae407b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Unscheduled

Site No: 1055

Form Version: 22-Apr-2020 21:04

Subject No: 10551012
Generated By: pfe.levissc

Header Text: c4591001

Visit: Investigator Signature -

Trail History

Form: CASEBOOK SIGNATURE FORM - eCRF Audit

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Casebook Signature

Date Location User Value Reason
Sep-10-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
08:39:58 (pfe.jglazier) | Click Here to Enable

(UTC-08:00)

Pacific Time (US

& Canada)

***Confidential ***

Page 199 of 199

FDA-CBER-2021-5683-0000789




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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 | STAGE 3 COHORTS
- What cohort does the
subject belong to?
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Header Text: ¢c4591001
Visit: COHORT SELECTION

Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/20/2020
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Header Text: ¢c4591001
Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DEMOGRAPHY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Demography
1. | Subject ID [10551084]
2. | Birth Date: (b) (6) 1989
3. [ Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that ASIAN
apply):
6. | Racial Designation:
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/20/2020

2. | Erroneous Visit

090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not Met

Criterion Met

L. Description of Inclusion | Not Applicable
Criterion Not Met

Exclusion Criteria Met

2 Description of Exclusion | Not Applicable
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/20/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 171
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Medical History Details

***Confidential ***

L || Line/MH Number: Not Applicable

[]

Disease/Syndrome Not Applicable

/Surgery/Non-Drug

Allergies/Drug Allergies: | [ ]

Start Date: Not Applicable
//

Ongoing: Not Applicable
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/20/2020

2. | Weight: [80.4]

3. | Unit: kg

4. | Height: [171.2]

5. | Unit: cm

6. | Body Mass Index: [27.4]

Vital Signs Details

72 || Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature Location: FOREHEAD
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

***Confidential ***

Disposition
1. | Randomization Date : Aug/20/2020
2. | Randomization Number: [59409]
3. | Randomization Group: []
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Aug/20/2020

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

[]

Aliquot

Please enter barcode for each aliquot.

32 || Sample ID [BP6RSR]
55 || Sample ID [BP6RSS]
3¢ || Sample ID [BP6RST]
5.d || Sample ID [BPFTYS]
5€ || Sample ID [BPFTY6]
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/20/2020
4. | If no sample was collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP6RSH]
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VACCINATION

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/20/2020 13:33

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES

for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: ¢c4591001
Visit: VI DAY1 VAXI L
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response | NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
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Header Text: c4591001

Visit: V2 VAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/8/2020

2. | Erroneous Visit

090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)
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Header Text: ¢c4591001
Visit: V2 VAX2 L
Form Version: 21-Aug-2020 02:51
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/8/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: FOREHEAD
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Header Text: ¢c4591001
Visit: V2 VAX2 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/8/2020
4. | If no sample was collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP9233]
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Header Text: ¢c4591001
Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

for at least the protocol
specified observation period
after investigational product
administration?

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/8/2020 12:00

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES
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Header Text: c4591001
Visit: V3 MONTHI1 POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/8/2020
2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/8/2020
4. |If no sample was collected |[ ]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID [BPVOIM]
55 || Sample ID [BPVOJN]
3¢ || Sample ID [BPFTRY]
5.d || Sample ID [BPFTRB]
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Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/2/2021

2. | Erroneous Visit

Page 20 of 171

***Confidential ***

FDA-CBER-2021-5683-0000809




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Mar/2/2021

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

[]

Aliquot

Please enter barcode for each aliquot.

32 || Sample ID [BR2PSC]
55 || Sample ID [BSG7K5]
3¢ || Sample ID [BSG7K6]
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Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001

Visit: V5 MONTHI12 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: POT COVID ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit:
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:17
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Signs and Symptoms

Symptoms:

1. | Date of Assessment: /

2. | Date of First Symptom /l
Started:

3. | Symptoms Ongoing?

Symptoms

4.

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:

[]
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Health Care Utilization

L. Physician or Healthcare

Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner | ]

Specify:

Health Care Utilization

3. | Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Illness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Illness Visit

3.

COVID-19 Illness Visit:
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Header Text: ¢c4591001

Unscheduled Visit

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Visit: POT_COVID CONVA - New

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Unplanned - New Unscheduled Form: DATE OF VISIT
Visit
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit
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Header Text: ¢c4591001

Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. | Assessments
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/8/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. | Date of /l
Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: []
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Header Text: c4591001

Visit: POT _COVID REPEAT SWAB Form: DATE OF VISIT - REPEAT SWAB
- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: ¢c4591001

- New Unscheduled Visit

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID REPEAT SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT

SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

AE Ide Is the Adverse Eve | Form Instan
# | Category ntifier Adverse Event | Start Date nt Still Ongoing ce
1. | ADVERSE |1 Warm feeling of | Aug/20/2020 | NO Repeating
EVENT neck and head 14:05 End Date Time: Pages
Aug/21/2020 09:
00
2. | ADVERSE |2 Fatigue Aug/20/2020 | NO Repeating
EVENT 15:30 End Date Time: Pages
Aug/21/2020 08:
00
3. |ADVERSE |3 Low grade fever |Sep/8/2020 [NO Repeating
EVENT 14:00 End Date Time: Pages
Sep/9/2020 07:00
4. | ADVERSE |4 Fatigue Sep/8/2020 | NO Repeating
EVENT 14:00 End Date Time: Pages
Sep/9/2020 07:00
5. | ADVERSE |5 Exposure during | Feb/4/2021 | YES Repeating
EVENT pregnancy UNK:UNK Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

(If possible specity
diagnosis, not individual
symptoms)

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Warm feeling of neck and head]

Start Date Time:

Aug/20/2020 14:05

Is the adverse event still
ongoing?

NO

End Date Time:
Aug/21/2020 09:00

Toxicity Grade:
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

YES

12.

Was a Non-Drug Treatment
given?

NO
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Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

the subject to be
discontinued from the
study?

13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Fatigue]

(If possible specity
diagnosis, not individual
symptoms)

4. | Start Date Time: Aug/20/2020 15:30
5. | Is the adverse event still NO
ongoing? End Date Time:
Aug/21/2020 08:00
6. | Toxicity Grade: 1
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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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?
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Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

the subject to be
discontinued from the
study?

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

(If possible specity
diagnosis, not individual
symptoms)

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Low grade fever]
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4. | Start Date Time: Sep/8/2020 14:00
5. | Is the adverse event still NO
ongoing? End Date Time:
Sep/9/2020 07:00
6. | Toxicity Grade: 1
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Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

YES

12.

Was a Non-Drug Treatment
given?

NO

Page 48 of 171

***Confidential ***

FDA-CBER-2021-5683-0000837




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

the subject to be
discontinued from the
study?

13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Fatigue]

(If possible specity
diagnosis, not individual
symptoms)

4. | Start Date Time: Sep/8/2020 14:00
5. | Is the adverse event still NO
ongoing? End Date Time:
Sep/9/2020 07:00
6. | Toxicity Grade: 1
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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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?
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13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

the subject to be
discontinued from the
study?

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

Form Audit Trail
Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [Exposure during pregnancy|
(If possible specity
diagnosis, not individual
symptoms)
4. | Start Date Time: Feb/4/2021 UNK:UNK
5. |Is the adverse event still YES
ongoing?
6. | Toxicity Grade: Not Applicable Comments
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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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specity:

[sexual intercourse]

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Number: For Pfizer Use
Only

11. | Was a Concomitant NO
Medication given?

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

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

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

15. | Serious Adverse Event [1]
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Form: MEDICATION ERROR

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Categ
ory

Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

Repeating
Pages
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Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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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STUDY VACCINATIONS
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Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
4 Sponsor-Defin | Category for | Concomitant Medica | Name of M | Start | Form Instan
ed Identifier | Medication tions Pre-specified edication | Date ce
1. |1 VACCINATI | NO Flu Vaccine | Oct/9/ | Repeating
ONS 2020 Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. | What is the medication [1]
identifier?
2. | Category: VACCINATIONS

3. | Concomitant Medications NO
Pre-specified:

4. | Medication: [Flu Vaccine]

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. | Date: Oct/9/2020
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Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED
Form Version: 22-Apr-2020 21:03
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
. . Name of
4 Sponsor-Defi | Category for | Concomitant Medic Medicatio Dose Des | Form Instan
ned Identifier | Medication | ations Pre-specified n cription ce
1. Repeating
Pages
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Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Concomitant Medications

1. | What is the medication
identifier?

[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

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

7. | Dose Frequency:

8. |Route:

9. | Start Date:

//

10. | Ongoing?
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Form: RADIATION TREATMENT
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Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Categ | Treatment Ide
ory ntifier

Con Non-Drug Treatments
Pre-specified

Treatm
ent

Start D
ate

Form Instanc
e

Repeating
Pages
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Form: RADIATION TREATMENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: /l

6. | Ongoing?
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Form: TRANSFUSIONS

Form Status: Not Started
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: //
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Site No: 1055
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Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

Page 66 of 171

***Confidential ***

FDA-CBER-2021-5683-0000855




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: ¢c4591001

Visit: Unplanned Vaccination - Form: VITAL SIGNS - TEMP
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Vital Signs

1. | Date: /

Vital Signs Details

2. Record Identifier:

Temperature: []

Unit:

Temperature Location:
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Header Text: ¢c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Dec-2020 02:26
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VACCINATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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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Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Form Status: Not Started
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Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit
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Visit: V201 SURVEIL CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

SURVEILLANCE

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: ¢c4591001

Unscheduled

Site No: 1055
Subject No: 10551084
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Visit: V201 SURVEIL CONSENT -

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

[]

***Confidential ***
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Header Text: ¢c4591001

Visit: V201 SURVEIL CONSENT -

Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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 74 of 171

***Confidential ***

FDA-CBER-2021-5683-0000863




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT

Unscheduled

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/17/2020

2. | Erroneous Visit
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Header Text: ¢c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Unscheduled

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Header Text: c4591001

Site No: 1055
Subject No: 10551084
Generated By: pfe.levissc

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

Form: TREATMENT UNBLINDED

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Dec/17/2020

2. | Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION

***Confidential ***
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Header Text: ¢c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Death Details

1.

Date of Collection /
Notification of Death:

/1

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001
Visit: Subject Status - Unscheduled ~ Form: SUBJECT STATUS
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Oct/8/2020

090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

***Confidential ***
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM

Unscheduled

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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

Helen Approved Mar-12-2021 09:53:05 (UTC-08:00) | BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date

User Comment

Form | Aug-20-2020 15:38:21

Canada)

(UTC-08:00) Pacific Time (US & Pastores

Megan Not Applicable

(pfe.mpastores) | Not Applicable
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Header Text: c4591001

Visit: VI DAY1 VAXI1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Item | Date User Comment
Form | Aug-20-2020 15:41:23 Megan Not Applicable
(UTC-08:00) Pacific Time (US & Pastores
Canada) (pfe.mpastores) | Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44
Back to Form
Item | Date User Comment
6 Mar-10-2021 11:46:42 (UTC-08:00) | Julie Glazier |Not applicable
Pacific Time (US & Canada) (pfe.jglazier)
Not Applicable
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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: 1055
Subject No: 10551084
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

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

Helen Approved Mar-12-2021 09:53:05 (UTC-08:00) [ BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Julie N/A Mar-11-2021 13:29:58 (UTC-08:00) Edit - All
Glazier Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Helen Approved Mar-10-2021 18:48:00 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Julie N/A Mar-10-2021 11:46:17 (UTC-08:00) Edit - All

Glazier Pacific Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Helen Approved Mar-02-2021 19:21:41 (UTC-08:00) | BOOK Signed

Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Megan N/A Mar-02-2021 10:00:24 (UTC-08:00) Edit - All
Pastores Pacific Time (US & Canada) signatures

invalidated

Affidavit:

N/A

Helen Approved Jan-20-2021 16:59:46 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)

Affidavit:

By my dated signature below, I, HelenStacey, 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.

Elle N/A Dec-17-2020 13:35:41 (UTC-08:00) Edit - All
Billman Pacific Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Helen Approved Oct-21-2020 16:44:39 (UTC-08:00) | BOOK Signed
Stacey Pacific Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Affidavit:

subject.

signature.

Submit below.

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

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

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

***Confidential ***
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551084
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:34:07 Pastores 24 JUL 2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
2. Select appropriate response - What cohort does the subject belong to?
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:34:07 Pastores STAGE 3 COHORT
(UTC-08:00) (pfe.mpastores) | S
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: ¢c4591001
Visit: COHORT SELECTION

Form Version: 22-Apr-2020 21:02

Subject No: 10551084
Generated By: pfe.levissc

Form: MAIN INFORMED CONSENT - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:34:21 Pastores OBTAINED
(UTC-08:00) (pfe.mpastores) | Date Written Cons
Pacific Time (US ent Obtained
& Canada)
Aug/20/2020
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Header Text: ¢c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject ID

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Item copied
15:33:52 (autocalc) | 10551084 from previous
(UTC-08:00) form
Pacific Time (US

& Canada)

2. Birth Date:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Enrollment
15:33:49 (autocalc) |(B) (6)/1989 Entry
(UTC-08:00)

Pacific Time (US

& Canada)

3. Sex:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:36:55 Pastores MALE

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

4. Ethnicity:

Date Location User Value Reason
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Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001

Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1055

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:36:55 Pastores NOT HISPANIC O

(UTC-08:00) (pfe.mpastores) | R LATINO(A) OR

Pacific Time (US OF SPANISH ORI

& Canada) GIN

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

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:36:55 Pastores ASIAN

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

***Confidential ***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:38:10 Pastores Aug/20/2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: DISPOSITION - SCREENING - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:39:29 Pastores Aug/20/2020

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

2. Phase of Disposition:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
15:39:29 (autocalc) | SCREENING

(UTC-08:00)

Pacific Time (US

& Canada)

3. Status:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:39:29 Pastores COMPLETED

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores Aug/20/2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
2. Weight:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores 80.4
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
3. Unit:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores kg
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
4. Height:
Date Location User Value Reason
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Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores 171.2

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5. Unit:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores cm

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

6. Body Mass Index:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:42:22 (autocalc) | 27.4

(UTC-08:00)

Pacific Time (US

& Canada)

7.a

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 |[Megan Data Entry: Initial Entry
15:42:22 Pastores Record Ide 1

(UTC-08:00) (pfe.mpastores) | ntifier::

Pacific Time (US Temperatu 36.9

& Canada) re:
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 30-Jul-2020 21:28

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Temperatu C
re Unit:

Temperatu FORE

re Locatio HEA

n:: D
7.a Record ldentifier:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores 1
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
7.a Temperature:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores 36.9
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
7.a Unit:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores C
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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Site No: 1055

Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

7.a Temperature Location:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:42:22 Pastores FOREHEAD

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:43:17 Pastores Aug/20/2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
2. Randomization Number:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:43:17 Pastores 59409
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
09:08:42 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
09:08:42 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 |auto query Query 1: Deleted | Close Auto
09:08:57 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-21-2020 ACVOPFEINFP6000 |auto query Query 1: Candidat | 'Sample
09:08:42 (autoquery) e Collected?' is
(UTC-08:00) Yes, however
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes
& Canada) are entered.
Please review
and correct as
appropriate.
Aug-21-2020 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry
09:08:42 Pastores YES
(UTC-08:00) (pfe.mpastores) | Date of Collectio
Pacific Time (US n:
& Canada)
Aug/20/2020
5.a
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:08:57 Pastores Sample I BP6RS
(UTC-08:00) (pfe.mpastores) | D: R
Pacific Time (US
& Canada)
5.a Sample ID
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:08:57 Pastores BP6RSR
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5.b
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:08 Pastores Sample I BP6RS

(UTC-08:00) (pfe.mpastores) | D: S

Pacific Time (US

& Canada)

5.b Sample ID

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:08 Pastores BP6RSS

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5.c

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:18 Pastores Sample I BP6RS

(UTC-08:00) (pfe.mpastores) | D: T

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample ID
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:18 Pastores BP6RST
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5d
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:40 Pastores Sample I BPFTY
(UTC-08:00) (pfe.mpastores) | D: 5
Pacific Time (US
& Canada)
5.d Sample ID
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:09:40 Pastores BPFTY5
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5.e
Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:10:16 Pastores Sample I BPFTY
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Header Text: c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00) (pfe.mpastores) | D: 6

Pacific Time (US

& Canada)

5.e Sample ID

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
09:10:16 Pastores BPFTY6

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
08:51:34 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
08:51:34 (autocalc) | NASAL SWAB

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Aug-21-2020 ACVOPFEINFP6000 |auto query Query 1: Deleted | Close Auto
08:51:39 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Aug-21-2020 ACVOPFEINFP6000 |auto query Query 1: Candidat | 'Sample
08:51:34 (autoquery) e Collected?' is
(UTC-08:00) Yes, however
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Header Text: c4591001

Visit: VI DAY1 VAXI L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

SWAB - eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Aug-21-2020 ACVOPFEINFP6000 |Megan Data Entry: Initial Entry

08:51:34 Pastores YES

(UTC-08:00) (pfe.mpastores) | Date of Collectio

Pacific Time (US n:

& Canada)

Aug/20/2020

5.a

Date Location User Value Reason

Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry

08:51:39 Pastores Sample I BP6RS

(UTC-08:00) (pfe.mpastores) | D: H

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Aug-21-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry

08:51:39 Pastores BP6RSH

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V1 _DAY1 VAXI1 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:44:10 Pastores NO
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
2. Treatment Name
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:44:10 (autocalc) | BLINDED THERAPY
(UTC-08:00)
Pacific Time (US
& Canada)
3. Formulation:
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:44:10 (autocalc) | INJECTION
(UTC-08:00)
Pacific Time (US
& Canada)
4. Dose Date Time:
Date Location User Value Reason
Page 108 of 171
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Header Text: c4591001

Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:44:10 Pastores Aug/20/2020 13:33

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5. Anatomical Location:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
15:44:10 (autocalc) | DELTOID MUSCLE

(UTC-08:00)

Pacific Time (US

& Canada)

6. Body Side:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:44:10 Pastores LEFT

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

7. Route:

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:44:10 (autocalc) | INTRAMUSCULAR

(UTC-08:00)

Pacific Time (US

& Canada)

Page 109 of 171

***Confidential ***

FDA-CBER-2021-5683-0000898
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Header Text: c4591001

Visit: V1 _DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

10. Timeframe Subject Was Observed

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:44:10 (autocalc) | THE PROTOCOL SPE

(UTC-08:00) CIFIED OBSERVATIO

Pacific Time (US N PERIOD

& Canada)

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

Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:44:10 Pastores YES
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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Site No: 1055

Form Version: 06-Jul-2020 21:53

Subject No: 10551084
Generated By: pfe.levissc

Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

History

Form: REACTOGENICITY DIARY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date Location User Value Reason
Aug-20-2020 ACVOPFEINFP6000 [Megan Data Entry: Initial Entry
15:44:15 Pastores NO - REACTOGE
(UTC-08:00) (pfe.mpastores) | NICITY E-DIARY
Pacific Time (US NOT COLLECTED
& Canada) FOR THIS SUBJE
CT
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Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:37 (pfe.jglazier) | Sep/8/2020
(UTC-08:00)
Pacific Time (US
& Canada)
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Site No: 1055

Form Version: 21-Aug-2020 02:51

Subject No: 10551084
Generated By: pfe.levissc

Header Text: ¢c4591001
Visit: V2 VAX2 L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | Sep/8/2020
(UTC-08:00)
Pacific Time (US
& Canada)
2.a
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | Record Iden 1
(UTC-08:00) tifier::
Pacific Time (US Temperatur 36.7
& Canada) e:
Temperatur C
e Unit:
Temperatur FORE
e Location:: HEAD
2.a Record ldentifier:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | 1
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

2.a Temperature:

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | 36.7
(UTC-08:00)
Pacific Time (US
& Canada)
2.a Unit:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | C
(UTC-08:00)
Pacific Time (US
& Canada)
2.a Temperature Location:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:12:50 (pfe.jglazier) | FOREHEAD
(UTC-08:00)
Pacific Time (US
& Canada)
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Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
16:47:27 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
16:47:27 (autocalc) [ NASAL SWAB

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [auto query Query 1: Deleted Close Auto
16:47:35 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 [ auto query Query 1: Candidate | 'Sample
16:47:27 (autoquery) Collected?' is
(UTC-08:00) Yes, however
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Sep-08-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry

16:47:27 (pfe.jglazier) | YES

(UTC-08:00) Date of Collection:

Pacific Time (US

& Canada) Sep/8/2020

5.a

Date Location User Value Reason

Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry

16:47:35 (pfe.jglazier) | Sample ID: BP9233

(UTC-08:00)

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry

16:47:35 (pfe.jglazier) | BP9233

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:13:06 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

2. Treatment Name

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:13:06 (autocalc) | BLINDED THERAPY

(UTC-08:00)

Pacific Time (US

& Canada)

3. Formulation:

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:13:06 (autocalc) [ INJECTION

(UTC-08:00)

Pacific Time (US

& Canada)

4. Dose Date Time:

Date Location User Value Reason
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Header Text: c4591001

Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:04

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:13:06 (pfe.jglazier) | Sep/8/2020 12:00
(UTC-08:00)
Pacific Time (US
& Canada)
5. Anatomical Location:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:13:06 (autocalc) | DELTOID MUSCLE
(UTC-08:00)
Pacific Time (US
& Canada)
6. Body Side:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:13:06 (pfe.jglazier) | LEFT
(UTC-08:00)
Pacific Time (US
& Canada)
7. Route:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:13:06 (autocalc) | INTRAMUSCULAR
(UTC-08:00)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:04

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

10. Timeframe Subject Was Observed

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:13:06 (autocalc) | THE PROTOCOL SPE

(UTC-08:00) CIFIED OBSERVATIO

Pacific Time (US N PERIOD

& Canada)

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

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:13:06 (pfe.jglazier) | YES

(UTC-08:00)

Pacific Time (US

& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:09:50 Pastores Oct/8/2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: ¢c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:39:10 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:39:10 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:39:18 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | 'Sample
15:39:10 (autoquery) e Collected?' is
(UTC-08:00) Yes, however
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes
& Canada) are entered.
Please review
and correct as
appropriate.
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:10 Pastores YES
(UTC-08:00) (pfe.mpastores) | Date of Collectio
Pacific Time (US n:
& Canada)
Oct/8/2020
5.a
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:18 Pastores Sample I BPVO0J
(UTC-08:00) (pfe.mpastores) | D: M
Pacific Time (US
& Canada)
5.a Sample ID
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:18 Pastores BPVOIM
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5.b
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:03

Subject No: 10551084
Generated By: pfe.levissc

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: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:26 Pastores Sample I BPVO0J

(UTC-08:00) (pfe.mpastores) | D: N

Pacific Time (US

& Canada)

5.b Sample ID

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:26 Pastores BPVOIN

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5.c

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:37 Pastores Sample I BPFTR

(UTC-08:00) (pfe.mpastores) | D: 9

Pacific Time (US

& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample ID
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:37 Pastores BPFTR9
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5d
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:48 Pastores Sample I BPFTR
(UTC-08:00) (pfe.mpastores) | D: B
Pacific Time (US
& Canada)
5.d Sample ID
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:39:48 Pastores BPFTRB
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)

Page 124 of 171

*#**Confidential***

FDA-CBER-2021-5683-0000913




090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Header Text: c4591001
Visit: V4 MONTH6 L
Form Version: 22-Apr-2020 21:02

Subject No: 10551084
Generated By: pfe.levissc

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
10:00:24 Pastores Mar/2/2021

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Data Origin

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
15:49:31 (autocalc) | SITE

(UTC-08:00)

Pacific Time (US

& Canada)

2. Sample Type

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
15:49:31 (autocalc) | SERUM

(UTC-08:00)

Pacific Time (US

& Canada)

3. Sample Collected?

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
15:49:44 (autoquery) Query
(UTC-08:00)

Pacific Time (US

& Canada)

Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Candidat |'Sample
15:49:31 (autoquery) e Collected?' is
(UTC-08:00) Yes, however
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US no barcodes

& Canada) are entered.
Please review
and correct as
appropriate.

Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry

15:49:31 Pastores YES

(UTC-08:00) (pfe.mpastores) | Date of Collectio

Pacific Time (US n:

& Canada)

Mar/2/2021

5.a

Date Location User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry

15:49:44 Pastores Sample I BR2PS

(UTC-08:00) (pfe.mpastores) | D: C

Pacific Time (US

& Canada)

5.a Sample ID

Date Location User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry

15:49:44 Pastores BR2P8C

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5.b
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:49:56 Pastores Sample I BSG7K
(UTC-08:00) (pfe.mpastores) | D: 5
Pacific Time (US
& Canada)
5.b Sample ID
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:49:56 Pastores BSG7K5
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5.c
Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:50:06 Pastores Sample I BSG7K
(UTC-08:00) (pfe.mpastores) | D: 6
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Header Text: c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03

Subject No: 10551084
Generated By: pfe.levissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

5.c Sample ID

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
15:50:06 Pastores BSG7K6

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:10:05 Pastores Oct/8/2020
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
2. Phase of Disposition:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
12:10:05 (autocalc) | VACCINATION
(UTC-08:00)
Pacific Time (US
& Canada)
3. Status:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:10:05 Pastores COMPLETED
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Form Created

13:15:50 (pfe.jglazier)

(UTC-08:00)

Pacitic Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551084
Generated By: pfe.levissc

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form: ADVERSE EVENT REPORT - Audit Trail

Back to Form

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Form Created
13:16:47 (pfe.jglazier)
(UTC-08:00)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 [ Megan Form Created

12:25:32 Pastores

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 [ Megan Form Created
12:27:56 Pastores
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status:

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - Audit Trail

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551084 Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Form Created

11:46:17 (pfe.jglazier)

(UTC-08:00)

Pacific Time (US

& Canada)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:15:50 (autocalc) [ ADVERSE EVENT
(UTC-08:00)
Pacific Time (US
& Canada)
2. AE ID:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
13:15:50 (autocalc) |1
(UTC-08:00)
Pacific Time (US
& Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | Warm feeling of neck
(UTC-08:00) and head
Pacific Time (US
& Canada)
4. Start Date Time:
Date Location User Value Reason
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Site No: 1055

Form Version: 22-Apr-2020 21:02

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | Aug/20/2020 14:05
(UTC-08:00)
Pacific Time (US
& Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO
(UTC-08:00) End Date Time:
Pacific Time (US
& Canada) Aug/21/2020 09:0
0
6. Toxicity Grade:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) |1
(UTC-08:00)
Pacific Time (US
& Canada)

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).
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
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
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | RELATED
(UTC-08:00)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NOT APPLICABLE
(UTC-08:00)
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090177e196ae408d\Final\Final On: 01-Apr-2021 05:42 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Transcription
13:17:09 (pfe.jglazier) | YES Error
(UTC-08:00)

Pacific Time (US

& Canada)

Sep-08-2020 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | RECOVERED/RESO

(UTC-08:00) LVED
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Pacific Time (US
& Canada)

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

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
13:15:50 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
13:16:47 (autocalc) [ ADVERSE EVENT

(UTC-08:00)

Pacific Time (US

& Canada)

2. AE ID:

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
13:16:47 (autocalc) |2

(UTC-08:00)

Pacific Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | Fatigue

(UTC-08:00)

Pacific Time (US

& Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | Aug/20/2020 15:30
(UTC-08:00)
Pacific Time (US
& Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO
(UTC-08:00) End Date Time:
Pacific Time (US
& Canada) Aug/21/2020 08:0
0
6. Toxicity Grade:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) |1
(UTC-08:00)
Pacific Time (US
& Canada)

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
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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
Sep-08-2020 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

9. Is this event related to study treatment:

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | RELATED

(UTC-08:00)

Pacific Time (US

& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Header Text: c4591

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

001

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NOT APPLICABLE
(UTC-08:00)
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
12. Was a Non-Drug Treatment given?
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO
(UTC-08:00)
Pacific Time (US
& Canada)
13. What was the outcome of this adverse event?:
Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | RECOVERED/RESO
(UTC-08:00) LVED
Pacific Time (US
& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Date Location User Value Reason
Sep-08-2020 ACVOPFEINFP6000 |Julie Glazier | Data Entry: Initial Entry
13:16:47 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
12:25:32 (autocalc) [ ADVERSE EVENT

(UTC-08:00)

Pacific Time (US

& Canada)

2. AE ID:

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
12:25:32 (autocalc) |3

(UTC-08:00)

Pacific Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores Low grade fever

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores Sep/8/2020 14:00
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores NO
(UTC-08:00) (pfe.mpastores) | End Date Time:
Pacific Time (US
& Canada) Sep/9/2020 07:0
0
6. Toxicity Grade:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores 1
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)

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
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores NO
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores NO
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores RELATED
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Page 148 of 171
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Site No: 1055

Form Version: 22-Apr-2020 21:02

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores NOT APPLICABL

(UTC-08:00) (pfe.mpastores) | E

Pacific Time (US

& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores YES

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores NO

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores RECOVERED/RES

(UTC-08:00) (pfe.mpastores) | OLVED

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Date Location User Value Reason

Oct-08-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted | Close Auto

12:28:25 (autoquery) Query

(UTC-08:00)

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Transcription

12:28:25 Pastores NO Error

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

Oct-08-2020 ACVOPFEINFP6000 [auto query Query 1: Candida | 'Did the adverse

12:25:32 (autoquery) te event cause the

(UTC-08:00) subject to be

Pacific Time (US discontinued

& Canada) from the study?'
is Yes but
neither
DISPOSITION
- TREATMENT
form nor
DISPOSITION
- FOLLOW-UP
has Status as
"ADVERSE
EVENT".
Please review
and update as
appropriate.
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:25:32 Pastores YES

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
12:27:56 (autocalc) [ ADVERSE EVENT

(UTC-08:00)

Pacific Time (US

& Canada)

2. AE ID:

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
12:27:56 (autocalc) |4

(UTC-08:00)

Pacific Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores Fatigue

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores Sep/8/2020 14:00
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO
(UTC-08:00) (pfe.mpastores) | End Date Time:
Pacific Time (US
& Canada) Sep/9/2020 07:0
0
6. Toxicity Grade:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores 1
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)

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
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen
Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
9. Is this event related to study treatment:
Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores RELATED
(UTC-08:00) (pfe.mpastores)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
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Site No: 1055

Form Version: 22-Apr-2020 21:02

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NOT APPLICABL

(UTC-08:00) (pfe.mpastores) | E

Pacific Time (US

& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

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

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores RECOVERED/RES

(UTC-08:00) (pfe.mpastores) | OLVED

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
12:27:56 Pastores NO

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Category:

Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
11:46:17 (autocalc) | ADVERSE EVENT

(UTC-08:00)

Pacific Time (US

& Canada)

2. AE ID:

Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 |[auto calc |Data Entry: Initial Entry
11:46:17 (autocalc) | 5

(UTC-08:00)

Pacific Time (US

& Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | Exposure during preg

(UTC-08:00) nancy

Pacific Time (US

& Canada)

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Date Location User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Changed
13:29:58 (pfe.jglazier) | Feb/4/2021 UNK:U | Information
(UTC-08:00) NK
Pacific Time (US
& Canada)
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: New
14:25:08 (pfe.jglazier) |Jan/28/2021 UNK:U [Information
(UTC-08:00) NK
Pacific Time (US
& Canada)
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier |Data Entry: Initial Entry
11:46:17 (pfe.jglazier) |Jan/21/2021 UNK:U
(UTC-08:00) NK
Pacific Time (US
& Canada)
5. Is the adverse event still ongoing?
Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | YES
(UTC-08:00)
Pacific Time (US
& Canada)
6. Toxicity Grade:
Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
11:46:42 (pfe.jglazier) | Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)

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
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
12:25:43 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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
Mar-10-2021 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: New
12:25:36 (pfe.jglazier) | NOT RELATED Information
(UTC-08:00) If Not Related to st
Pacific Time (US udy treatment(s), th
& Canada) is event is due to:
OTHER
If Other, specify
sexual interco
urse
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | NOT RELATED
(UTC-08:00)
Pacific Time (US
& Canada)
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 [Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | NOT APPLICABLE
(UTC-08:00)
Pacific Time (US
& Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry
Page 160 of 171
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Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Header Text: c4591001
Visit: Logs - Unscheduled

History

Form Status: Data Complete

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

11:46:17
(UTC-08:00)

& Canada)

Pacific Time (US

(pfe.jglazier) | NO

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

11:46:17 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)

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

Date Location User Value Reason

Mar-11-2021 ACVOPFEINFP6000 | Rose Query 1: Closed Response

01:14:21 Madelein satisfies query

(UTC-08:00) (pfe.rosem19)

Pacific Time (US

& Canada)

Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier |Query 1: Answered | correct as

12:26:40 (pfe.jglazier) entered per

(UTC-08:00) guidance

Pacific Time (US given

& Canada) regarding this
situation

Mar-10-2021 ACVOPFEINFP6000 | auto query Query 1: Opened For AE

11:46:17 (autoquery) Exposure

(UTC-08:00) during

Pacific Time (US pregnancy:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Status: Data Complete

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

& Canada)

Response to
"What was the
outcome of
this adverse
event?" is
'Unknown' but
End
Date/Time is
provided or
"Is the adverse
event still
ongoing?" is
marked "Yes".

Mar-10-2021 ACVOPFEINFP6000 | Julie Glazier | Data Entry: Initial Entry

11:46:17
(UTC-08:00)
Pacific Time (US
& Canada)

(pfe.jglazier) | UNKNOWN

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

Date Location User Value Reason
Mar-10-2021 ACVOPFEINFP6000 [ Julie Glazier | Data Entry: Initial Entry
11:46:17 (pfe.jglazier) | NO

(UTC-08:00)

Pacific Time (US

& Canada)
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Site No: 1055

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Subject No: 10551084
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON

STUDY VACCINATIONS - Audit Trail

Form Status:

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 [ Megan Form Created

10:30:32 Pastores

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON

STUDY VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. What is the medication identifier?

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
10:30:32 (autocalc) | 1

(UTC-08:00)

Pacific Time (US

& Canada)

2. Category:

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |auto calc |Data Entry: Initial Entry
10:30:32 (autocalc) | VACCINATIONS

(UTC-08:00)

Pacific Time (US

& Canada)

3. Concomitant Medications Pre-specified:

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 [auto calc |Data Entry: Initial Entry
10:30:32 (autocalc) | NO

(UTC-08:00)

Pacific 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
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form: CONCOMITANT MEDICATIONS - NON

STUDY VACCINATIONS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
10:30:32 Pastores Flu Vaccine

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)

5. Date:

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 | Megan Data Entry: Initial Entry
10:30:32 Pastores Oct/9/2020

(UTC-08:00) (pfe.mpastores)

Pacific Time (US

& Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date of Visit

Date Location User Value Reason
Dec-17-2020 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
13:35:41 (pfe.ebillman) | Dec/17/2020

(UTC-08:00)

Pacific Time (US

& Canada)
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Header Text: ¢c4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

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

Date Location User Value Reason
Jan-08-2021 ACVOPFEINFP6000 |Elle Billman | Data Entry: Transcription
09:22:37 (pfe.ebillman) | Participant is willin | Error
(UTC-08:00) g to return for Vacc
Pacific Time (US ination 3
& Canada) Participant is:

eligible and NO

T confirmed to

have received o

nly placebo at V

accination 1/2
Dec-17-2020 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
13:37:08 (pfe.ebillman) | Participant is NOT
(UTC-08:00) willing to return for
Pacific Time (US Vaccination 3 OR o
& Canada) therwise not eligibl

€
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Header Text: c4591001

Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

History

Form: TREATMENT UNBLINDED - eCRF Audit Trail

Form Status: Data Complete, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason
Dec-17-2020 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
13:37:31 (pfe.ebillman) | Dec/17/2020
(UTC-08:00)
Pacific Time (US
& Canada)
2. Primary Reason for Unblinding:
Date Location User Value Reason
Dec-17-2020 ACVOPFEINFP6000 |Elle Billman |Data Entry: Initial Entry
13:37:31 (pfe.ebillman) | ASSESS ELIGIBILI
(UTC-08:00) TY FOR ADDITIO
Pacific Time (US NAL VACCINATIO
& Canada) N
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Site No: 1055

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Subject Status

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
12:10:05 (autocalc) | FOLLOW-UP

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-20-2020 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry
15:43:17 (autocalc) | ENROLLED/RANDO

(UTC-08:00) MIZED

Pacific Time (US

& Canada)

Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
15:39:29 (autocalc) | SCREENED

(UTC-08:00)

Pacific Time (US

& Canada)

2. Subject Status Date

Date Location User Value Reason
Oct-08-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry
12:10:05 (autocalc) | Oct/8/2020

(UTC-08:00)

Pacific Time (US

& Canada)

Aug-20-2020 ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
15:43:17 (autocalc) | Aug/20/2020
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551084

Generated By: pfe.levissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

(UTC-08:00)
Pacific Time (US
& Canada)

Aug-20-2020 ACVOPFEINFP6000 | auto calc | Data Entry: Initial Entry

15:39:29
(UTC-08:00)
Pacific Time (US
& Canada)

(autocalc) | Aug/20/2020
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Unscheduled

Site No: 1055

Form Version: 22-Apr-2020 21:04

Subject No: 10551084
Generated By: pfe.levissc

Header Text: c4591001

Visit: Investigator Signature -

Trail History

Form: CASEBOOK SIGNATURE FORM - eCRF Audit

Form Status: Data Complete, Signed, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form

1. Casebook Signature

Date Location User Value Reason
Oct-21-2020 ACVOPFEINFP6000 |Elle Billman | Data Entry: Initial Entry
15:16:37 (pfe.ebillman) | Click Here to Enable

(UTC-08:00)

Pacific Time (US

& Canada)
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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: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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 | STAGE 3 COHORTS
- What cohort does the
subject belong to?
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Header Text: ¢c4591001
Visit: COHORT SELECTION

Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Informed Consent

1.

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/24/2020

Page 2 of 160
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Header Text: ¢c4591001
Visit: COHORT SELECTION
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: DEMOGRAPHY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Demography
1. | Subject ID [10551092]
2. | Birth Date: (0) (6)/1972
3. [ Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

***Confidential ***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Aug/24/2020

2. | Erroneous Visit

090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Site No: 1055
Subject No: 10551092
Generated By: pfe.levissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Inclusion Criteria Not Met

Criterion Met

L. Description of Inclusion | Not Applicable
Criterion Not Met

Exclusion Criteria Met

2 Description of Exclusion | Not Applicable
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: DISPOSITION - SCREENING

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/24/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 160

***Confidential ***

FDA-CBER-2021-5683-0000966




090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Site No: 1055
Subject No: 10551092
Generated By: pfe.levissc

Form: GENERAL MEDICAL HISTORY

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

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Form Comments

Medical History Details

***Confidential ***

L || Line/MH Number: Not Applicable
[]
Disease/Syndrome Not Applicable
/Surgery/Non-Drug
Allergies/Drug Allergies: | [ ]
Start Date: Not Applicable
//
Ongoing: Not Applicable
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: VITAL SIGNS - BASELINE

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/24/2020
2. | Weight: [70.0]
3. | Unit: kg
4. | Height: [174.5]
5. | Unit: cm
6. | Body Mass Index: [23.0]
Vital Signs Details
72 || Record Identifier: 1
Temperature: [36.5]
Unit: C
Temperature Location: FOREHEAD
Page 8 of 160
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

***Confidential ***

Disposition
1. | Randomization Date : Aug/24/2020
2. | Randomization Number: [61282]
3. | Randomization Group: []
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Aug/24/2020

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

[]

Aliquot

Please enter barcode for each aliquot.

32 || Sample ID [BP6RTV]
55 || Sample ID [BP6RTW]
3¢ || Sample ID [BP6RTX]
5.d || Sample ID [BPETYP]
5-€ || Sample ID [BPFTYR]
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Header Text: ¢c4591001
Visit: V1 _DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/24/2020
4. | If no sample was collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP6RTN]
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Header Text: ¢c4591001
Visit: VI_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: VACCINATION

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/24/2020 11:38

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES

for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: ¢c4591001
Visit: VI DAY1 VAXI L
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: REACTOGENICITY DIARY

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response | NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
- Reactogenicity diary THIS SUBJECT
collection
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Header Text: c4591001

Visit: V2 VAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/15/2020

2. | Erroneous Visit

090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001
Visit: V2 VAX2 L
Form Version: 15-Sep-2020 21:54
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/15/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature Location: FOREHEAD
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Header Text: ¢c4591001
Visit: V2 VAX2 L

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/15/2020
4. | If no sample was collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP922D]
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Header Text: ¢c4591001
Visit: V2 VAX2 L
Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

for at least the protocol
specified observation period
after investigational product
administration?

Vaccination

1. | Was there a temporary NO
delay of vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/15/2020 14:13

5. | Anatomical Location: DELTOID MUSCLE

6. |Body Side: LEFT

7. |Route: INTRAMUSCULAR

8. | Actual Dose: []

9. [ Unit:

10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed

11. [ Was the subject observed YES
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Header Text: c4591001
Visit: V3 MONTHI1 POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/13/2020
2. | Erroneous Visit
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Header Text: ¢c4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/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.

5.a

Sample ID [BR2PBP]
55 || Sample ID [BR2PBR]
3¢ || Sample ID [BS89X1]
5.d || Sample ID [BS89X2]
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Header Text: c4591001

Visit: V4 MONTH6 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/11/2021

2. | Erroneous Visit

090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)
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Header Text: ¢c4591001
Visit: V4 MONTH6 L

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Verified

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | Data Origin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Mar/11/2021

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

[]

Aliquot

Please enter barcode for each aliquot.

32 || Sample ID [BR2P9D]
55 || Sample ID [BSGTLS]
3¢ || Sample ID [BSG7LT]

***Confidential ***

Page 21 of 160

FDA-CBER-2021-5683-0000981




090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001

Visit: V5 MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001

Visit: V5 MONTHI12 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: V6 MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit
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Header Text: ¢c4591001

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

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated

Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: c4591001

Visit: POT COVID ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1. | Date of Visit //

2. | Erroneous Visit

COVID-19 Illness Visit

3. | COVID-19 Illness Visit:
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:17
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Signs and Symptoms

Symptoms:

1. | Date of Assessment: /

2. | Date of First Symptom /l
Started:

3. | Symptoms Ongoing?

Symptoms

4.

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:

[]
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1055 Site Name: (1055) Diablo Clinical Research Incorporated
Subject No: 10551092 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:44

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.

S. Sample ID []
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Health Care Utilization

L. Physician or Healthcare

Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner | ]

Specify:

Health Care Utilization

3. | Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: ¢c4591001

Visit: POT_COVID ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Illness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:

***Confidential ***
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Header Text: c4591001

Visit: POT_COVID CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Illness Visit

3.

COVID-19 Illness Visit:
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Header Text: ¢c4591001

Unscheduled Visit

Site No: 1055
Subject No: 10551092
Generated By: pfe.levissc

Visit: POT_COVID CONVA - New

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

[]

***Confidential ***
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Form: DATE OF VISIT
Visit
Form Version: 22-Apr-2020 21:02
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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

Visit

Form Version: 22-Apr-2020 21:04
Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Unplanned Assessments

1. | Assessments

***Confidential ***
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/13/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Disposition - Follow-Up

1. | Date of /l
Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: []
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Header Text: c4591001

Visit: POT _COVID REPEAT SWAB Form: DATE OF VISIT - REPEAT SWAB
- New Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

Date of Visit

1.

Date of Visit

/l

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: ¢c4591001

- New Unscheduled Visit

Site No: 1055
Subject No: 10551092
Generated By: pfe.levissc

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID REPEAT SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT

SWAB

Form Status: Not Started

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:44

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: Logs

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1055

Subject No: 10551092

Generated By: pfe.levissc

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

AE Ide Is the Adverse Even | Form Instan
# | Category ntifier Adverse Event | Start Date ¢ Still Ongoing ce
1. | ADVERSE | 1 Injection Site P | Aug/24/2020 [ NO Repeating
EVENT ain 17:00 End Date Time: Pages
Aug/26/2020 08:0
0
2. |ADVERSE |2 Injection site p | Sep/15/2020 | NO Repeating
EVENT ain 17:00 End Date Time: Pages
Sep/17/2020 17:0
0
3. |ADVERSE |3 Headache Sep/16/2020 | NO Repeating
EVENT 08:00 End Date Time: Pages
Sep/16/2020 10:0
0
4. | ADVERSE | 4 Exposure durin | Feb/3/2021 YES Repeating
EVENT g pregnancy UNK:UNK Pages
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44

Back to Form
eCRF Audit Trail History

(If possible specity
diagnosis, not individual
symptoms)

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Injection Site Pain]

Start Date Time:

Aug/24/2020 17:00

Is the adverse event still
ongoing?

NO

End Date Time:
Aug/26/2020 08:00

Toxicity Grade:
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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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?

NO
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the subject to be
discontinued from the
study?

13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Injection site pain]

(If possible specity
diagnosis, not individual
symptoms)

4. | Start Date Time: Sep/15/2020 17:00
5. | Is the adverse event still NO
ongoing? End Date Time:
Sep/17/2020 17:00
6. | Toxicity Grade: 1
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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).

NO

Is this adverse event the
result of a study Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Is this event related to study
treatment:

RELATED

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11.

Was a Concomitant
Medication given?

NO

12.

Was a Non-Drug Treatment
given?
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13. | What was the outcome of RECOVERED/RESOLVED
this adverse event?:
14. | Did the adverse event cause | NO

the subject to be
discontinued from the
study?

15. | Serious Adverse Event
Number: For Pfizer Use
Only

[]

Page 46 of 160

***Confidential ***

FDA-CBER-2021-5683-0001006




090177e196ae408b\Final\Final On: 01-Apr-2021 05:41 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
Site No: 1055

Subject No: 10551092
Generated By: pfe.levissc

Form: ADVERSE EVENT REPORT

Site Name: (1055) Diablo Clinical Research Incorporated
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:44
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(If possible specity
diagnosis, not individual
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Form Audit Trail

Adverse Event 