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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1090

Subject No: 10901175
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

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.

*** Confidential***

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: 4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Demogr aphy

1. | Subject ID [10901175]
Birth Date: (b) (6)/1956
Sex: MALE

NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

Race: (Check X al that apply):

WHITE

2
3
4. | Ethnicity:
5
6

Racia Designation:

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Site No: 1090
Subject No: 10901175
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/13/2020
2. | Erroneous Visit
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2. Description of Exclusion Not Applicable
Criterion Met
Page 5 of 280
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/13/2020
Compl etion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Medical History Details

1.a || Ling/MH Number:

[1]

Disease/Syndrome/Surgery [Allergy to Morphine]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2005
Ongoing: YES

1b Line/MH Number:

[2]

Disease/Syndrome/Surgery [Allergy to Penicillin]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2017
Ongoing: YES

1. || Line/MH Number:

(3]

Disease/Syndrome/Surgery [Allergy to lodine]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/1989
Ongoing: YES

1d Line/MH Number:

[4]

*** Confidential***

Disease/Syndrome/Surgery [Allergic Rhinitis]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1994
Ongoing: YES
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Visit: V1_DAY1_VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Form: GENERAL MEDICAL HISTORY
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175
Generated By:  (b) (4)

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

le

Line/MH Number:

[5]

Disease/Syndrome/Surgery [Elevated Cholesterol]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010
Ongoing: YES

1f

Line/MH Number:

[6]

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

[Peripheral Vascular Disease Left Leg]

Start Date: UNK/UNK/2006
Ongoing: YES
19 || Line/MH Number: [7]

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

[Premature Ventricular Contractions]

Start Date:

UNK/UNK/2010

Ongoing:

YES

1h

Line/MH Number:

(8]

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

[Hernia, R inguinal]

Start Date: UNK/UNK/1956
Ongoing: NO
End Date:
UNK/UNK/1957
Page 8 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

L1 Line/MH Number:

[9]

Disease/Syndrome/Surgery | [GERD]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1980
Ongoing: NO
End Date:
UNK/UNK/2016
1 || Line/MH Number: [10]
Disease/Syndrome/Surgery [Prediabetes]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: YES
1K || Line/MH Number: [11]

*** Confidential***

Disease/Syndrome/Surgery [Basal Cell Carcinoma Removal]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: NO
End Date:
UNK/UNK/2017
L1 1| Line/MH Number: [12]
Disease/Syndrome/Surgery [Pilonidal Cystectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1977
Ongoing: NO
End Date:
UNK/UNK/1977
Page 9 of 280
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Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Lm 11 ine/MH Number:

[13]

Disease/Syndrome/Surgery [Brachia Cleft Cyst]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1990
Ongoing: NO
End Date:
UNK/UNK/1990
L0 | LineMH Number: [14]
Disease/Syndrome/Surgery [Vertebrae Fusion C4 and C5]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2005
Page 10 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/13/2020
2. | Weight: [80.2]
3. | Unit: kg
4. | Height: [175.0]
5. | Unit: cm
6. | Body Mass Index: [26.2]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.2]
Unit: F
Temperature Location: ORAL CAVITY
Page 11 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/13/2020
2. | Randomization Number: [228180]
3. | Randomization Group: []
Page 12 of 280
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Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPLG45]
5b |/ sample D [BPLG46]
5C || sample 1D [BP3GIM]
5d || sample 1D [BP3GJN]
5€|| sample 1D [BP3GJP]
Page 13 of 280
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Header Text: 4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
4. |If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52| sample 1D [BP3GJ6]
Page 14 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of | NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/13/2020 16:45

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 for at | YES
least the protocol specified
observation period after
investigational product
administration?

Page 15 of 280
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Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

YES- REACTOGENICITY E-DIARY COLLECTED FOR THIS
SUBJECT

Page 16 of 280
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Site No: 1090

Subject No: 10901175
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/4/2020
2. | Erroneous Visit
Page 17 of 280

FDA-CBER-2021-5683-0920264




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medications to treat

fever/pain given on the last day

the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.Cc

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

Page 18 of 280
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Form Version: 30-Jul-2020 21:30
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

2e

symptoms present on the last
day the Subject Diary was
completed?

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

21 || symptom: DIARRHEA
Were fever or systemic NO

2.9 || symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2h Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

3. | Injection Site Location:

DELTOID MUSCLE

*** Confidential***

4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: REDNESS
Wereinjection sitereactions | 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: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

5b Injection Site Reaction:

SWELLING

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

NO

5.C || Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO

Page 20 of 280
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Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:51
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/4/2020
Vital Signs Details
2.2 || Record Identifier: 1
Temperature: [97.8]
Unit: F
Temperature Location: ORAL CAVITY
Page 21 of 280
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Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/4/2020
4. |If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BP8F1C]
Page 22 of 280
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Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of | NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/4/2020 09:50
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 for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/30/2020
2. | Erroneous Visit
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Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1

Were medications to treat

fever/pain given on the last day

the Subject Diary was
completed?

NO

2.a

Symptom:

FEVER

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

NO

2b

Symptom:

FATIGUE

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

NO

2.Cc

Symptom:

HEADACHE

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

NO

2d

Symptom:

CHILLS

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

NO

*** Confidential***
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Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

2e

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

21 || symptom: DIARRHEA
Were fever or systemic NO

symptoms present on the last
day the Subject Diary was
completed?

2.9 || symptom:

NEW OR WORSENED MUSCLE PAIN

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

NO

2h Symptom:

NEW OR WORSENED JOINT PAIN

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

NO

3. | Injection Site Location:

DELTOID MUSCLE

4. | Injection Site Body Side: LEFT
52 || |njection Site Reaction: REDNESS
Wereinjection sitereactions | 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: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

5b Injection Site Reaction:

SWELLING

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

NO

5.C || Injection Site Reaction:

PAIN AT INJECTION SITE

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

NO

*** Confidential***
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Header Text: c4591001

Visit: V3_MONTH1 _POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

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

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type SERUM

3. | Sample Collected? YES
Date of Collection:
Sep/30/2020

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

Aliquot

Please enter barcode for each aliquot.

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

5a|| sample ID [BLBS3Y]

5b || sample 1D [BLB83Z]

5C || sample 1D [BPSFT2]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19llIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:17
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Signs and Symptoms

1. | Date of Assessment:

1

Date of First Symptom Started:

I

Symptoms Ongoing?

mptoms

MO |lw|d

Symptoms:

Was symptom present?

N

mptoms - Other

o

Symptoms - Other Text:
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Header Text: 4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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: 4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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 32 of 280

*** Confidential***
FDA-CBER-2021-5683-0920279




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 20-Feb-2021 02:19
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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. | Hasthe subject been
hospitalized due to potential
COVID-19illness?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form Version: 06-Jul-2020 21:52
Site No: 1090

Subject No: 10901175
Generated By: = (b) (4)

Form: ILLNESS DETAILS

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

I1lness Details

1. | Category of Clinical Event:

2. | Was adiagnosis obtained for
Potential COVID-19 IlIness?

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: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19llIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***

Page 35 of 280

FDA-CBER-2021-5683-0920282




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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 36 of 280

*** Confidential***
FDA-CBER-2021-5683-0920283




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/30/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1

*** Confidential***
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090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Disposition - Follow-Up

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001

New Unscheduled Visit

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB -

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB -
New Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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 1D [
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Header Text: c4591001
Visit: Logs

Site No: 1090
Subject No: 10901175
Generated By: = (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

AE Id
# Category | entifie Adverse Event Start Date IstheAdverngv Form Insta
] ent Still Ongoing nce
1. ADVERS |1 bike accident Nov/7/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Nov/7/2020 UN
K:UNK
2.DELETED | ADVERS |2 head trauma Nov/7/2020 | YES Repeating
E EVENT UNK:UNK Pages
3. ADVERS |3 left clavicle, fractured | Nov/7/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Dec/3/2020 UN
K:UNK
4, ADVERS (4 broken ribs Nov/7/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Dec/3/2020 UN
K:UNK
5. ADVERS |5 concussion Nov/7/2020 | NO Repeating
E EVENT UNK:UNK End Date Time: Pages
Nov/14/2020 U
NK:UNK
6. ADVERS |6 intraventricular hemor | Nov/7/2020 | NO Repeating
E EVENT rhage, left occipital ho | UNK:UNK | End Date Time: Pages
rn
Nov/14/2020 U
NK:UNK
Page 43 of 280

FDA-CBER-2021-5683-0920290




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

AE Id
# Category | entifie Adverse Event Start Date IstheAdverse_Ev Form Insta
] ent Still Ongoing nce
7. ADVERS |7 left scalp contusion Nov/7/2020 | NO Repeating
E EVENT UNK:UNK | EndDate Time: Pages
Nov/14/2020 U
NK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

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).

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [bike accident]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Nov/7/2020 UNK:UNK
5. | Isthe adverse event still NO
ongoing? End Date Time:
Nov/7/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES

Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Isthis serious event life threatening?
NO

Other medically important serious event
NO

Page 45 of 280

FDA-CBER-2021-5683-0920292




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. [ Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment NO
given?
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 [2020455127]
Number: For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Tralil

Adver se Event Report

prolongation of existing
hospitalization; Persistent or

significant disability/incapacity;

Congenital anomaly/birth

defect; Important medical event
(i.e. may jeopardize subject and

may require medical/surgical
intervention to prevent above
outcomes).

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [head-traumal
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Now/ 22020 UNK-UNK
5. | Isthe adverse event till ¥YES
ongoing?
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
If Yes, NOTIFY PFIZER defect?
IMMEDIATELY. NO
Fatal; Life-threatening; Did-this serious-eventresult-i-death?
Inpatient hospitalization or NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Deleted
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study NOTRELATED
treatment:
10. | Latest Action Taken with Study | NOT-ARPPLICABLE
Treatment:
11. | Was a Concomitant Medication | ¥-ES
given?
12. | Was a Non-Drug Treatment NO
given?
13. | What was the outcome of this | RECOMVERING/IRESOLANG
adverse event?:
14. | Did the adverse event causethe | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event [2020455127]
Number: For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090
Subject No: 10901175
Generated By: | (b) (4)

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT

2. |AEID: [3]

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

[left clavicle, fractured]

4. | Start Date Time: Nov/7/2020 UNK:UNK

5. | Isthe adverse event till NO

ongoing? End Date Time:
Dec/3/2020 UNK:UNK

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

I npatient 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. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bike accident]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment NO
given?
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 [1
Number: For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090
Subject No: 10901175
Generated By: | (b) (4)

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT

2. |AEID: [4]

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

[broken ribs]

4. | Start Date Time: Nov/7/2020 UNK:UNK

5. | Isthe adverse event till NO

ongoing? End Date Time:
Dec/3/2020 UNK:UNK

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

I npatient 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. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bike accident]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment NO
given?
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 [1
Number: For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

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

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [concussion]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Nov/7/2020 UNK:UNK
5. | Isthe adverse event till NO
ongoing? End Date Time:
Nov/14/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES

Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
YES

Isthis serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bike accident]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. [ Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment YES
given?
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 [2020455127]
Number: For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

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

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [intraventricular hemorrhage, left occipital horn]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Nov/7/2020 UNK:UNK
5. | Isthe adverse event till NO
ongoing? End Date Time:
Nov/14/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES

Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
YES

Isthis serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

8. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bike accident]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. [ Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment NO
given?
13. | What was the outcome of this | RECOVERED/RESOLVED WITH SEQUELAE
adverse event?.
14. | Did the adverse event cause the | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event [2020455127]
Number: For Pfizer Use Only
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090
Subject No: 10901175
Generated By: | (b) (4)

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT

2. |AEID: [7]

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

[left scalp contusion]

4. | Start Date Time: Nov/7/2020 UNK:UNK

5. | Isthe adverse event till NO

ongoing? End Date Time:
Nov/14/2020 UNK:UNK

6. | Toxicity Grade: 2

7. | Isthe adverse event serious? NO

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;

I npatient 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. | Isthisadverse event theresult | NO
of astudy Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[bike accident]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication | NO
given?
12. | Was a Non-Drug Treatment NO
given?
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 [1
Number: For Pfizer Use Only
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Visit: Logs

Header Text: c4591001

Form Version: 17-Jul-2020 21:54
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: MEDICATION ERROR

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

4 Categ | Medication | Start D |Isthemedication error Sti | Study Medication Erro | Form Instanc
ory Error ate I Ongoing rsAction e
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1090

Subject No: 10901175

Generated By:

(b) (4)

Form: MEDICATION ERROR
Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

M edication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | WasaNon-Drug Treatment
given?

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

9. | Wasthis 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: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name:; (1090) Wake Research Associates, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

4 Sponsor-Defined | Category for M | Concomitant Medication | Nameof Me | Start | Form Instan
Identifier edication s Pre-specified dication Date ce
1. Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Concomitant M edications

1. | What isthe 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. | Date:

I
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Header Text: c4591001
Visit: Logs

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Me | Dose Desc | Form Instan
d Identifier M edication ns Pre-specified dication ription ce
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Concomitant Medications

1.

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

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).

[]

Dose:

[]

Dose Unit:

Dose Fregquency:

Route:

©|®| N[ | o

Start Date:

1

Ongoing?
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Header Text: 4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: RADIATION TREATMENT

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** Confidential***

Catego | Treatment Identi | Con Non-Drug TreatmentsPre-s | Treatme | Start Da
# . - Form Instance
ry fier pecified nt te
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: RADIATION TREATMENT
Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment
ldentifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?
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Visit: Logs

Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: TRANSFUSIONS

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

#

Transfusion Type

Date of Transfusion

Form Instance

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

I
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Vital Signs

1. | Date:

1

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: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

1

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl N[O A~ W|DN

Unit:

=
©

Timeframe Subject Was
Observed

[EEN
=

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

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 15:57
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/15/2021

2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Frozen

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Further Vaccination Confirmation

participant willing to return for
Vaccination 3?

1. | Select appropriate response - Is | Participant iswilling to return for Vaccination 3

Participant is:
eligible per local/national recommendations and 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: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: TREATMENT UNBLINDED

Form Status. Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/15/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

Page 76 of 280

*** Confidential***
FDA-CBER-2021-5683-0920323




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: 4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1090) Wake Research
Subject Initials. ---

Associates, LLC

Generated Time (GMT): 29-Mar-2021 10:31

Death Details

1

Date of Collection/
Notification of Death:

I

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]
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Header Text: c4591001
Visit: V101 VAX3
Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175
Generated By: = (b) (4)

Form: DATE OF VISIT

Form Status. Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/26/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/26/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Form Comments

Inclusion Criteria Not Met

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion 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: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Status. Data Complete, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of
Completion/Discontinuation
/Death :

Feb/26/2021

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: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/26/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BVOFF1]
5b || sample 1D [BVV2P0]
5C || sample 1D [BVV2P1]
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Header Text: 4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/26/2021
4. |If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BVOFF7]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of | NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/26/2021 14:29
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
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: V102_VAX4

Form Version: 22-Apr-2020 21:02

Site No: 1090
Subject No: 10901175

Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit
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Header Text: 4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
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 D

[]

*** Confidential***
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Vaccination

1.

Woas there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time;

I

Anatomical Location:

Body Side:

Route:

Actual Dose;

[]

Wl (N[O | & WD

Unit;

=
©

Timeframe Subject Was
Observed

[ERN
=

Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103_ MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V103 MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: V104 MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V104 MONTH®6

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: V105 MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

*** Confidential***
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Header Text: 4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: CONTACT OUTCOME
Form Status; Not Started

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

Page 94 of 280

*** Confidential***
FDA-CBER-2021-5683-0920341




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Visit: FURTHER_VACCINATION_EOT -

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Disposition - Treatment

1. | Date of
Compl etion/Discontinuation
/Degth :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 10:31

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Sep/30/2020
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Header Text: c4591001

Form Version: 22-Apr-2020 21:04
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Signed, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

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 - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
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

Matthew Approved Mar-02-2021 12:24:42 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

*** Confidential***

Item | Date User Comment
Form | Aug-17-2020 14:18:15 (UTC-05:00) (b) (4), (b) (6) Not Applicable
Eastern Time (US & Canada) (b) (4), (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Item

Date

User

Comment

Form

Mar-01-2021 15:05:45 (UTC-05:00)
Eastern Time (US & Canada)

(b) (4), (b) (6)
(b) (4), (b) (6)

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: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

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

Matthew Approved Mar-02-2021 12:24:42 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Mar-02-2021 10:29:21 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Mar-01-2021 16:09:07 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Mar-01-2021 15:05:18 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Feb-15-2021 17:28:36 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Feb-15-2021 17:24:52 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Jan-15-2021 15:32:17 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Jan-15-2021 12:55:26 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Jan-05-2021 12:07:26 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Jan-05-2021 10:45:50 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-29-2020 15:56:14 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Dec-29-2020 13:31:16 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-29-2020 12:16:46 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Dec-29-2020 11:03:53 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-08-2020 16:50:59 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Dec-08-2020 16:35:25 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-07-2020 15:06:32 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Dec-07-2020 14:11:27 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-07-2020 12:46:02 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Dec-07-2020 12:24:25 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-02-2020 11:31:17 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Dec-02-2020 08:55:28 (UTC-05:00) Edit - All
(b) (6) Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Dec-01-2020 09:18:53 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(b) (6) N/A Dec-01-2020 06:58:07 (UTC-05:00) Edit - All
(b) (6) Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Approved Nov-30-2020 09:33:14 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)
Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-30-2020 07:42:12 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Nov-25-2020 15:34:48 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Nov-25-2020 13:40:41 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Nov-25-2020 09:13:57 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-25-2020 04:28:43 (UTC-05:00) Edit - All
(b) (6) Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Nov-24-2020 10:14:30 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(b) (6) N/A Nov-23-2020 14:07:33 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Nov-20-2020 14:21:43 (UTC-05:00) BOOK Signed

Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-20-2020 13:18:26 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Matthew Approved Nov-18-2020 10:00:40 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(b) (6) N/A Nov-18-2020 05:25:52 (UTC-05:00) Edit - All
(b) (6) Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Approved Nov-17-2020 13:48:19 (UTC-05:00) BOOK Signed
Hong Eastern Time (US & Canada)
Affidavit:

By my dated signature below, |, MatthewHong, verify that al 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Nov-17-2020 12:53:52 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A
Wayne Approved Oct-07-2020 13:59:49 (UTC-05:00) BOOK Signed
Harper Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, WayneHarper, 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| 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 - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(b) (6) N/A Sep-30-2020 15:07:31 (UTC-05:00) Edit - All
Eastern Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Wayne Approved Sep-21-2020 16:57:55 (UTC-05:00) BOOK Signed
Harper Eastern Time (US & Canada)
Affidavit:

By my dated signature below, |, WayneHarper, 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

Tothis| do attest by supplying my user name and password and clicking the button marked Submit below.

(b) (6) N/A Sep-21-2020 07:48:04 (UTC-05:00) Edit - All
(b) (6) Eastern Time (US & Canada) signatures
invalidated

Affidavit:

N/A
Wayne Approved Sep-16-2020 15:38:24 (UTC-05:00) BOOK Signed
Harper Eastern Time (US & Canada)

Affidavit:

By my dated signature below, |, WayneHarper, 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, thisisto certify that | intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:17:00 (b) (4), (b) (6) | 24 JUL 2020

(UTC-05:00) Eastern
Time (US & Canada)

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:17:00 (b) (4), (b) (6) | STAGE 3 COHORTS

(UTC-05:00) Eastern
Time (US & Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: 4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Consent Was:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:17:11 (UTC-05:00) (b) (4). (b) (6) | OBTAINED
Eastern Time (US & Date Written Consent Obt
Canada) ained

Aug/13/2020
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-17-2020 14:16:28 | ACVOPFEINFPE000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) | 10901175 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
14:16:25 (UTC-05:00) (autocalc) |(b) (6)/1956

Eastern Time (US &

Canada)

3. Sex:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:17:34 (b) (4), (b) (6) | MALE

(UTC-05:00) Eastern

Time (US & Canada)

4, Ethnicity:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:.17:34 (b) (4), (b) (6) [ NOT HISPANIC OR LATI

(UTC-05:00) Eastern NO(A) OR OF SPANISH O

Time (US & Canada) RIGIN

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

14:17:34
(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), (b) (6) | WHITE

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:17:47 (b) (4), (b) (6) | Aug/13/2020

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175
Generated By:  (b) (4)

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:18:34 (b) (4), (b) (6) | Aug/13/2020

(UTC-05:00) Eastern
Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-17-2020 14:18:34 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern

Time (US & Canada)

(autocalc) | SCREENING

3. Status:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:18:34 (b) (4), (b) (6) | COMPLETED

(UTC-05:00) Eastern

Time (US & Canada)

*** Confidential***

Page 117 of 280

FDA-CBER-2021-5683-0920364




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

(UTC-05:00) Eastern
Time (US & Canada)

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Back to Form
la
Date Location User Value Reason
Aug-17-2020 14:19:20 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH Nu 1
Time (US & Canada) mber:

Medical Histo Allergy toM

ry Term: orphine

Start Date: UNK/UNK/

2005

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-17-2020 14:19:20 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:19:20 (b) (4), (b) (6) | Allergy to Morphine
(UTC-05:00) Eastern
Time (US & Canada)
1l.a Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:19:20 (b) (4), (b) (6) | UNK/UNK/2005
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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: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

1.a Ongoing:

Date Location User Value Reason

Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

14:19:20 (b) (4), (0) (6) | YES

(UTC-05:00) Eastern

Time (US & Canada)

1b
Date Location User Value Reason
Aug-17-2020 14:19:54 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH Nu 2
Time (US & Canada) mber:

Medical Histo Allergy to P

ry Term: enicillin

Start Date; UNK/UNK/

2017

Ongoing: YES

Page 119 of 280

*** Confidential***

FDA-CBER-2021-5683-0920366



090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:19:54 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 2

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:19:54 (b) (4), (b) (6) | Allergy to Penicillin

(UTC-05:00) Eastern

Time (US & Canada)

1.b Start Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:19:54 (b) (4), (b) (6) | UNK/UNK/2017

(UTC-05:00) Eastern

Time (US & Canada)

1.b Ongoing:

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:19:54 (b) (4). (b) (6) | YES

(UTC-05:00) Eastern

Time (US & Canada)

lc

Date Location User Value Reason
Aug-17-2020 14:20:25 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 3

Time (US & Canada) ber:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Medical Histor Allergy tol

y Term: odine

Start Date: UNK/UNK

/1989

Ongoing: YES
l.cLine/MH Number:
Date L ocation User Value Reason
Aug-17-2020 14:20:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)

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

(UTC-05:00) Eastern
Time (US & Canada)

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFPG000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:20:25 (b) (4). (b) (6) | Allergy to lodine

1.c Start Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:20:25 (b) (4), (b) (6) | UNK/UNK/1989

(UTC-05:00) Eastern

Time (US & Canada)

1.c Ongoing:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:20:25 (b) (4), (b) 6) | YES

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

1d
Date L ocation User Value Reason
Aug-17-2020 14:21:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Ling/MH Num 4
Time (US & Canada) ber:

Medical Histor Allergic Rh

y Term: initis

Start Date: UNK/UNK

/1994
Ongoing: YES
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:21:07 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:21:07 (b) (4), (b) (6) [ Allergic Rhinitis

(UTC-05:00) Eastern

Time (US & Canada)

1.d Start Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:21:07 (b) (4), (b) (6) | UNK/UNK/1994

(UTC-05:00) Eastern

Time (US & Canada)

1.d Ongoing:

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:21:07 (b) (4). (b) (6) | YES

(UTC-05:00) Eastern

Time (US & Canada)

le

Date Location User Value Reason
Aug-17-2020 14:21:40 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH Nu 5

Time (US & Canada) mber:
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Medical Histo Elevated Ch

ry Term: olesterol
Start Datee UNK/UNK/
2010

Ongoing: YES
l.eLine/MH Number:
Date Location User Value Reason
Aug-17-2020 14:21:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:21:40 (b) (4), (b) (6) | Elevated Cholesterol
(UTC-05:00) Eastern
Time (US & Canada)
1l.e Start Date;
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:21:40 (b) (4), (b) (6) | UNK/UNK/2010
(UTC-05:00) Eastern
Time (US & Canada)
1.eOngoing:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:21:40 (b) (4), (b) 6) | YES
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

1f
Date L ocation User Value Reason
Aug-17-2020 14:22:37 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalC) | Lin/MH 6

Number:

Medical H Peripheral Vasc
istory Ter ular Disease Lef
m: tLeg

Start Date UNK/UNK/200
: 6

Ongoing: YES

*** Confidential***
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.f Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:22:37 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 6

Time (US & Canada)

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:22:37 (b) (4), (b) (6) | Peripheral Vascular Disease

(UTC-05:00) Eastern Left Leg

Time (US & Canada)

1.f Start Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:22:37 (b) (4), (b) (6) | UNK/UNK/2006

(UTC-05:00) Eastern

Time (US & Canada)

1.f Ongoing:

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:22:37 (b) (4). (b) (6) | YES

(UTC-05:00) Eastern

Time (US & Canada)

19

Date Location User Value Reason
Aug-17-2020 14:23:47 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH 7

Time (US& Canada) Number:
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Medical Hi Premature Ventr
story Term icular Contracti

: ons

Start Date: UNK/UNK/201

0

Ongoing:  YES
1.g Line/MH Number:
Date L ocation User Value Reason
Aug-17-2020 14:23:47 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 7
Time (US & Canada)
1.9 Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:23:47 (b) (4), (b) (6) | Premature Ventricular Contr
(UTC-05:00) Eastern actions
Time (US & Canada)
1.g Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:23:47 (b) (4), (b) (6) | UNK/UNK/2010
(UTC-05:00) Eastern
Time (US & Canada)
1.g Ongoing:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:23:47 (b) (4), (b) (6) | YES
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

1h

Date L ocation User Value Reason
Sep-14-2020 14:00:08 | ACVOPFEINFP6000 (g) (‘61), Data Entry: New Information
(UTC-05:00) Eastern ®© LineMH Nu 8

Time (US & Canada) mber:

Medical Hist Hernia, Rin
ory Term:  guind
Start Dates  UNK/UNK/

1956
Ongoing: NO
End Date:
UNK/UN
K/1957
Aug-17-2020 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
14:24:58 (autocalc) | Line/lMH Nu 8
(UTC-05:00) Eastern mber:
Time (US & Canada) Medical Hist Hernia
ory Term:
Start Date:  UNK/UNK/
1956
Ongoing: NO
End Date:
UNK/UN
K/1957
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.h Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:24:58 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 8
Time (US & Canada)
1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) | Data Entry: New Information
14:00:08 (b) (4). (b) (6) | Hernia, R inguinal
(UTC-05:00) Eastern
Time (US & Canada)
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:24:58 (b) (4), (b) (6) | Hernia
(UTC-05:00) Eastern
Time (US & Canada)
1.h Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:24:58 (b) (4), (b) (6) | UNK/UNK/1956
(UTC-05:00) Eastern
Time (US & Canada)
1.h Ongoing:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:24:58 (b) (4). (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)

UNK/UNK/1957

Li
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date Location User Value Reason
Sep-14-2020 14:00:29 | ACVOPFEINFPE000 | (b) (4). Data Entry: New Information
(UTC-05:00) Eastern B Line/MH Nu 9
Time (US & Canada) mber:
Medical Hist GERD
ory Term:
Start Datee UNK/UNK/
1980
Ongoing: NO
End Date:
UNK/UN
K/2016
Aug-17-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:26:28 (autocalc) | Line/MH Nu 9
(UTC-05:00) Eastern mber:
Time (US & Canada) Medical Hist Recurrent He
ory Term:  artburn
Start Datee UNK/UNK/
1980
Ongoing: NO
End Date:
UNK/UN
K/2016
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.i Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:26:28 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 9
Time (US & Canada)
1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.
Date L ocation User Value Reason
Sep-14-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) | Data Entry: New Information
14:00:29 (b)(@. () () | GERD
(UTC-05:00) Eastern
Time (US & Canada)
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14.:26:28 (b) (4), (b) (6) | Recurrent Heartburn
(UTC-05:00) Eastern
Time (US & Canada)
1.i Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:26:28 (b) (4), (b) (6) | UNK/UNK/1980
(UTC-05:00) Eastern
Time (US & Canada)
1.i Ongoing:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:26:28 (b) (4). (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)

UNK/UNK/2016

1

*** Confidential***

Page 131 of 280

FDA-CBER-2021-5683-0920378




Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trall
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date L ocation User Value Reason
Aug-17-2020 14:27:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH Num 10
Time (US & Canada) ber:

Medical Histor Prediabetes

y Term:

Start Date: UNK/UNK

/2005
Ongoing: YES

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175
(b) (4)

Generated By:

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1j Line/MH Number:

Date Location User Value Reason

Aug-17-2020 14:27:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 10

Time (US & Canada)

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.

Date L ocation User Value Reason

Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

14:27:11 (UTC-05:00) (b) (4), (b) (6) | Prediabetes

Eastern Time (US &

Canada)

1j Start Date:

Date L ocation User Value Reason

Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

14:27:11 (UTC-05:00) (b) (4), (b) (6) | UNK/UNK/2005

Eastern Time (US &

Canada)

1.j Ongoing:

Date Location User Value Reason

Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

14:27:11 (UTC-05:00) (b) (4), (b) (6) | YES

Eastern Time (US &

Canada)

1k

Date Location User Value Reason

Aug-17-2020 14:29:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | LingMH 11
Number:

Medical Hi Basal Cell Carci
story Term noma Removal

Start Date: UNK/UNK/201
7
Ongoing: NO
End Date:

UNK/UNK/2
017
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.k Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:29:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 11
Time (US & Canada)
1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:29:42 (b) (4), (b) (6) | Basal Cell Carcinoma Remo
(UTC-05:00) Eastern val
Time (US & Canada)
1k Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:29:42 (b) (4), (b) (6) | UNK/UNK/2017
(UTC-05:00) Eastern
Time (US & Canada)
1.k Ongoing:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:29:42 (b) (4). (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)

UNK/UNK/2017
1l
Date L ocation User Value Reason
Aug-17-2020 14:32:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LingMH Nu 12
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada)

mber:
Medical Hist Pilonidal Cys
ory Term: tectomy
Start Date: UNK/UNK/1
977
Ongoing: NO
End Date:

UNK/UN
K/1977
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.l Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:32:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |12
Time (US & Canada)
1.I Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies.
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:32:21 (b) (4), (b) (6) | Pilonidal Cystectomy
(UTC-05:00) Eastern
Time (US & Canada)
1| Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:32:21 (b) (4), (b) (6) | UNK/UNK/1977
(UTC-05:00) Eastern
Time (US & Canada)
1.1 Ongoing:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:32:21 (b) (4). (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)

UNK/UNK/1977
1m
Date L ocation User Value Reason
Aug-17-2020 14:34:03 | ACVOPFEINFPGE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LingMH Nu 13
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada)

mber:
Medical Histo Brachial Clef
ry Term: t Cyst
Start Date:  UNK/UNK/1
990
Ongoing: NO
End Date:
UNK/UN
K/1990
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version:
Site No: 1090

22-Apr-2020 21:03

Subject No: 10901175

Generated By:

(b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

1.m Line/MH Number:

Date L ocation User Value Reason

Aug-17-2020 14:34:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |13

Time (US & Canada)

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

Date L ocation User Value | Reason

Aug-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has

08:59:35 Oracle 1: Clo | been closed.

(UTC-05:00) (b) (4) sed

Eastern Time

(US&

Canada)

Aug-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Clarify

16:18:23 Oracle 1. Op |BRACHIAL

(UTC-05:00) (b) (4) ened |CLEFT CYST

Eastern Time as

(US& follows...Should

Canada) spelling be
BRANCHIAL
CLEFT CYST?
If so, edit.
Otherwise,
clarify. Thank
you.

Aug-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry

14:34:03 (b) (4), (b) (6) Entry

(UTC-05:00) :

Eastern Time Brach

(US& ia Cl

Canada) eft Cy

st
1.m Start Date:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:34:03 (b) (4), (b) (6) | UNK/UNK/1990
(UTC-05:00) Eastern
Time (US & Canada)
1.m Ongoing:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:34:03 (b) (4), (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)
UNK/UNK/1990

1n
Date Location User Value Reason
Aug-17-2020 14:35:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineMH N 14
Time (US & Canada) umber:

Medical Hi Vertebrae Fusio

story Term: n C4 and C5

Start Date: UNK/UNK/200

5
Ongoing:  NO
End Date:
UNK/UNK/
2005
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Site No: 1090
Subject No: 10901175
Generated By:

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

(b) (4)

History

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

1.n Line/MH Number:

Date L ocation User Value Reason
Aug-17-2020 14:35:03 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 14
Time (US & Canada)
1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:35:03 (b) (4), (b) (6) | Vertebrae Fusion C4 and C5
(UTC-05:00) Eastern
Time (US & Canada)
1.n Start Date:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:35:03 (b) (4), (b) (6) | UNK/UNK/2005
(UTC-05:00) Eastern
Time (US & Canada)
1.n Ongoing:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:35:03 (b) (4), (b) (6) | NO
(UTC-05:00) Eastern End Date:
Time (US & Canada)

UNK/UNK/2005
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:28

Site No: 1090

Subject No: 10901175
(b) (4)

Generated By:

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

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) (6) | Aug/13/2020

(UTC-05:00) Eastern

Time (US & Canada)

2. Weight:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) (6) | 80.2

(UTC-05:00) Eastern

Time (US & Canada)

3. Unit:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), () (6) |kg

(UTC-05:00) Eastern

Time (US & Canada)

4, Height:

Date Location User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) (6) | 175.0

(UTC-05:00) Eastern

Time (US & Canada)

5. Unit:

Date Location User Value Reason
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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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) (6) | cm
(UTC-05:00) Eastern
Time (US & Canada)
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-17-2020 14:44:29 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 26.2
Time (US & Canada)
7.a
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (0) 6) | Record Identifi 1
(UTC—05100) Eastern er::
Time (US & Canada) Temperature: 98.2

TemperatureU F

nit:

TemperatureL ORAL CA

ocation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) 6) |1
(UTC-05:00) Eastern
Time (US & Canada)
7.a Temperature:
Date Location User Value Reason
Aug-17-2020 ACVOPFEINFPG000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4). (b) (6) | 98.2

*** Confidential***

Page 143 of 280

FDA-CBER-2021-5683-0920390




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

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

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
(UTC-05:00) Eastern
Time (US & Canada)
7.a Unit:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4), (b) (6) | F
(UTC-05:00) Eastern
Time (US & Canada)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:44:29 (b) (4). (b) (6) | ORAL CAVITY
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1_VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

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

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:45:07 (b) (4), (b) (6) | Aug/13/2020
(UTC-05:00) Eastern
Time (US & Canada)
2. Randomization Number:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:45:07 (b) (4), (b) (6) | 228180
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-17-2020 14:45:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-17-2020 14:45:23 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

11.06:22 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened '‘Sample

04:01:31 (b) (6) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Aug-17-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample

14:45:23 (autoquery) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are

entered. Please
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Header Text: c4591001

Visit: V1 DAY1 VAX1 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: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
review and
correct as
appropriate.
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
14:45:23 (b) (4), (b) (6) YES
(UTC-05:00) Eastern Date of Collection:
Time (US & Canada)
Aug/13/2020
5.a
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:
11:15:35 (b) (6) Sample |D: BPLG45
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFPG6000 |(b) (4), Data Entry: handwriting
11:11:20 (b) (6) Sample |D: BPLGHS
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:06:22 (b) (6) Sample |D: BPLG45
(UTC-05:00) Eastern
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:
11:15:35 (b) (6) BPLG45
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:11:20 (b) (6) BPLGH8
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:06:22 (b) (6) BPLG45
(UTC-05:00) Eastern
Time (US & Canada)
5b
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:
11:15:50 (b) (6) Sample |D: BPLG46
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:11:37 (b) (6) Sample 1D: BPLGH9
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
11:06:33 (b) (6) Sample |D: BPLG46
(UTC-05:00) Eastern
Time (US & Canada)
5.b Sample D
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:
11:15:50 (b) (6) BPLG46
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFPG6000 |(b) (4), Data Entry: handwriting
11:11:37 (b) (6) BPLGH9
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:06:33 (b) (6) BPLG46
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

5.c

Date Location User Value Reason

Aug-18-2020 ACVOPFEINFPE000 |(b) (4), Data Entry:

11:16:32 (b) (6) Sample 1D: BP3GIM

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting

11:12:15 (b) (6) Sample |D: BN5TR3

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

11:07:03 (b) (6) Sample | D: BP3GIM

(UTC-05:00) Eastern

Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason

Aug-18-2020 ACVOPFEINFP6000 [(b) (4), Data Entry:

11:16:32 (b) (6) BP3GIM

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting

11:12:15 (b) (6) BN5TR3

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

11:07:03 (b) (6) BP3GIM

(UTC-05:00) Eastern

Time (US & Canada)

5d

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Aug-18-2020 ACVOPFEINFP6000 [(b) (4), Data Entry:

11:16:55 (b) (6) Sample 1D: BP3GIN

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:12:37 (b) (6) Sample 1D: BN5TR4

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:07:18 (b) (6) Sample 1D: BP3GIN

(UTC-05:00) Eastern

Time (US & Canada)

5.d Sample D

Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:

11:16:55 (b) (6) BP3GJIN

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:12:37 (b) (6) BN5TR4

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:07:18 (b) (6) BP3GJIN

(UTC-05:00) Eastern

Time (US & Canada)

5.e

Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry:

11:17:21 (b) (6) Sample 1D: BP3GJP

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: update
11:13:22 (b) (6) Sample 1D: BN5TR5

(UTC-05:00) Eastern
Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:12:55 (b) (6) Sample ID: BNTR5

(UTC-05:00) Eastern
Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:07:28 (b) (6) Sample 1D: BP3GJP
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090

Subject No: 10901175

Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated By:  (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

5.eSample D

Date L ocation User Value Reason

Aug-18-2020 ACVOPFEINFPE000 |(b) (4), Data Entry:

11:17:21 (b) (6) BP3GJP

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto

11:13:22 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: update

11:13:22 (b) (6) BN5TR5

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Opened Barcodeisnot 6

11:12:55 (autoquery) charactersin

(UTC-05:00) Eastern length. Please

Time (US & Canada) review and
correct as
appropriate.

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting

11:12:55 (b) (6) BNTR5

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

11:07:28 (b) (6) BP3GJP

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-17-2020 14:45:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-17-2020 14:45:34 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date Location User Value Reason

Aug-18-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

11:05:32 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened '‘Sample

04:01:31 (b) (6) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Aug-17-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate 'Sample

14:45:34 (autoquery) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
review and
correct as
appropriate.
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
14:45:34 (b) (4), (b) (6) YES
(UTC-05:00) Eastern Date of Collection:
Time (US & Canada)
Aug/13/2020
5.a
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: update
11:14:24 (b) (6) Sample ID: BP3GJ6
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFPG6000 |(b) (4), Data Entry: handwriting
11:10:27 (b) (6) Sample 1D: BN5TR6 issue
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:05:32 (b) (6) Sample | D: BP3GJ6
(UTC-05:00) Eastern
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Aug-18-2020 ACVOPFEINFPG6000 |(b) (4), Data Entry: update
11:14:24 (b) (6) BP3GJ6
(UTC-05:00) Eastern
Time (US & Canada)
Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: handwriting
11:10:27 (b) (6) BN5TR6 issue
(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Aug-18-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
11:05:32 (b) (6) BP3GJ6

(UTC-05:00) Eastern
Time (US & Canada)

*** Confidential***

Page 155 of 280

FDA-CBER-2021-5683-0920402




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: V1_DAY1_VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

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

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:46:09 (b) (4), (b) (6) | NO

(UTC-05:00) Eastern

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Aug-17-2020 14:46:09 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-17-2020 14:46:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Aug-21-2020 ACVOPFEINFP6000 | ®) (4). (b) (6) Query 1: Closed Response
06:33:55 (b) (4), (b) (6) satisfies query

(UTC-05:00) Eastern
Time (US & Canada)

Aug-20-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Answered 13iscorrect, trial
12:01:29 (b) (4), (b) () max website was
(UTC-05:00) Eastern down, code given
Time (US & Canada) the next day
Aug-18-2020 ACVOPFEINFP6000 | ®) (4). (b)(6) Query 1: Opened eDiary: Per
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Header Text: c4591001

Visit: V1_DAY1_VAX1 L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

12:33:49
(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), (b) (6)

eDiary records,
vaccination date
is 14-Aug-2020.
Please reconcile
or confirm in the
query response as

appropriate.
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
14:46:09 (b) (4), (b) (6) Aug/13/2020 16:45
(UTC-05:00) Eastern
Time (US & Canada)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-17-2020 14:46:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
14:46:09 (b) (4), (b) (6) | LEFT
(UTC-05:00) Eastern
Time (US & Canada)
7. Route:
Date L ocation User Value Reason
Aug-17-2020 14:46:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR
Time (US & Canada)
10. Timeframe Subject Was Observed
Date Location ‘ User |Value Reason
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Header Text: c4591001

Visit: V1 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: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Aug-17-2020 14:46:09 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIE

Time (US & Canada) D OBSERVATION PERIOD

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

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:46:09 (b) (4), (b) (6) | YES

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

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

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-05:00) Eastern
Time (US & Canada)

E-DIARY COLLECTED F
OR THIS SUBJECT

Date L ocation User Value Reason
Aug-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
14:46:51 (b) (4), (b) (6) | YES- REACTOGENICITY
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-04-2020 16:19:00 | ACVOPFEINFPE000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/4/2020
Time (US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

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:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

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

Time (US & Canada)

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 ggg 233‘ Data Entry: Initia Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.a
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFPE000 Egg E‘éﬁ’ Data Entry: Initial Entry
(UTC-05:00) Eastern Symptom:: FE
Time (US & Canada) \V;
ER

Werefever or systemic N

symptomspresentont O

he last day the Subject

Diary was completed?:
2.a Symptom:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER

2.a Were fever or systemic symptoms present on the last day

the Subject Diary was completed?

Time (US & Canada)

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (l;) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

2.b
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFPE000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: EA
Time (US & Canada) TI
GU
E
Werefever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?
2.b Symptom:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (E) (‘61), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FATIGUE

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFPE000 Egg Egg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.c
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC—05100) Eastern ®) © Symptom:: HE
Time (US & Canada) AD

AC

HE
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Visit: V2_VAX2_L

Site No: 1090

Header Text: c4591001

Form Version: 30-Jul-2020 21:30

Subject No: 10901175

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Time (US & Canada)

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Werefever or systemi NO

C symptoms present o

n thelast day the Sub

ject Diary was comple

ted?:
2.c Symptom:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HEADACHE

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

*** Confidential***

FDA-CBER-2021-5683-0920410

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFPE000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2.d
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (E) ‘;‘" Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Symptom:: c
Time (US & Canada) HI
LL
S
Werefever or systemic N
symptomspresentont O
helast 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: 1090

Subject No: 10901175

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
2.d Symptom:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) CHILLS
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () NO
Time (US & Canada)
2.e
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (0) (4). Data Entry: Initial Entry
(UTC—OSZOO) Eastern ) © Symptom:: VO
Time (US & Canada) MI
TIN
G

Werefever or systemi NO

C symptoms present o

n thelast day the Sub

ject Diary was comple

ted?:
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Visit: V2_VAX2_L

Site No: 1090

Header Text: c4591001

Form Version: 30-Jul-2020 21:30

Subject No: 10901175

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Time (US & Canada)

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

2.e Symptom:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) VOMITING

2.e Were fever or systemic symptoms present on the last day

the Subject Diary was completed?

Werefever or systemi NO
C symptoms present o

n thelast day the Sub

ject Diary was comple
ted?:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 83 ggg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.f
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (l;) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern ) Symptom:: DI
Time (US & Canada) AR

RH

EA

*** Confidential***

Page 165 of 280

FDA-CBER-2021-5683-0920412




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1090

Subject No: 10901175

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

2.f Symptom:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) DIARRHEA

Time (US & Canada)

2.f Were fever or systemic symptoms present on the last day

the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern ®©) NO
Time (US & Canada)
2.9
Date Location User Value Reason
Sep-21-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Changed
07:48:04 (b) (6) Symptom:: NEW O | Information
(UTC-05:00) R WOR
Eastern Time (US & SENED
Canada) MUSC
LE PAI
N

Werefever or s NO

ystemic sympto

ms present on t

helast day the

Subject Diary

was completed?
Sep-14-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New
13:46:45 (®) (). (b) ©) Symptom:: NEW OR | Information
(UTC-05:00) WORSEN
Eastern Time (US & ED MUSC
Canada) LE PAIN
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Werefever YES
or systemic  Ongoing?
symptoms p
resent on th NO
elast day th
e Subject Di Stop D
ary was com ae:
pleted?:
Aug/
21/2
020
Sep-04-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
16:19:32 (b) (4). (b) (6) Symptom:: NEW O
(UTC-05:00) R WOR
Eastern Time (US & SENED
Canada) MUSC
LE PAI
N
Werefever or s NO
ystemic sympto
ms present on t
helast day the
Subject Diary
was completed?
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Header Text: c4591001

Visit: V2_VAX2_ L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

2.9 Symptom:

Date L ocation User Value Reason

Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry

(UTC-05:00) Eastern (b) (6) NEW OR WORSENED MU

Time (US & Canada) SCLE PAIN

2.9 Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason

Sep-22-2020 ACVOPFEINFP6000 | ® (). () (©) Query 2: Closed Data Updated

08:35:41 (b) (4), (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-21-2020 ACVOPFEINFP6000 | auto query Query 2: Answered Changed

07:48:04 (autoquery) Information

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-21-2020 ACVOPFEINFPE000 |(b) (4), Data Entry: Changed

07:48:04 (b) (6) NO Information

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-18-2020 ACVOPFEINFP6000 | Erica Weaver Query 2: Reissued:Ope | Thank you for

22:36:17 (b) (4) ned confirming there

(UTC-05:00) is no reaction,

Eastern Time (US pageis unfrozen

& Canada) for you to make
the changes/

Sep-18-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Answered unfreeze please,

11:30:49 (b) (4), (b) (6) pt had pain due

(UTC-05:00) to hiking, not

Eastern Time (US injection

& Canada) reaction
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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

Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Sep-18-2020 ACVOPFEINFP6000 | ®) (4). () (6) Query 2: Opened e-Diary: Per

03:07:49 (b) (4), (b) (6) diary records,

(UTC-05:00) MUSCLE PAIN

Eastern Time (US not present on

& Canada) Last day
however inform
entered with
'Yes for the
same. Please
verify and
update. If diary
entered in error,
please consider
raising DCF to
correct diary
data

Sep-15-2020 ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Response

02:37:28 satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

13:46:45 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-14-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

13:46:45 (b) (4), (b) (6) YES

(UTC-05:00) Ongoing?

Eastern Time (US

& Canada) NO

Stop Date:
Aug/21/2020
Sep-07-2020 ACVOPFEINFPE000 |/(b) (4), (b) (6) Query 1: Opened e-Diary: Per
08:59:54 eDiary records,
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) NEW OR
Eastern Time (US WORSENED
& Canada) MUSCLE PAIN
isreported on
Last day
however the last
day ininformis
entered as 'NoO'
for the same.
Please verify and
update. Else,
clarify. Thanks
Sep-04-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
16:19:32 (b) (4). (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
2.h
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern () ®) Symptom:: NEW O
Time (US & Canada) R WOR
SENED
JOINT
PAIN

Werefever or syst NO
emic symptoms p
resent on the last

day the Subject D
iary was complete

d?:
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Visit: V2_VAX2_L

Site No: 1090

Header Text: c4591001

Form Version: 30-Jul-2020 21:30

Subject No: 10901175

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
2.h Symptom:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) NEW OR WORSENED JOI
Time (US & Canada) NT PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () NO
Time (US & Canada)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFPG000 |autocalc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT
Time (US & Canada)
5a
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (E) (g), Data Entry: Initia Entry
(UTC-05:00) Eastern " Injection Site Reactio RE
Time (US & Canada) n: DN

ES

S
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 30-Jul-2020 21:30

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

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

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Wereinjection siterea NO
ctions present on thel

ast day the Subject Di

ary was completed?:

5.alnjection Site Reaction:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) REDNESS

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) NO

Time (US & Canada)

5b

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 Eg; Eg, Data Entry: Initial Entry
(UTC-05:00) Eastern Injection Site Reactio SW

Time (US & Canada) n: ELL

ING

Wereinjection sitere NO
actions present on the
last day the Subject

Diary was completed
?
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Header Text: c4591001

Visit: V2_VAX2_ L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

5.b Injection Site Reaction:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 (E) (g), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) SWELLING

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 83 ggg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO

Time (US & Canada)

5.c
Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 ggg gg;, Data Entry: Initial Entry
(UTC-05:00) Eastern Injection Site Reac PAIN
Time (US & Canada) tion:: AT IN

JECTI

ON S|

TE

Wereinjection site NO
reactions present o
nthelast day the S
ubject Diary wasc
ompleted?:
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Header Text: c4591001

Visit: V2_VAX2_ L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

5.c Injection Site Reaction:

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 ggg 223’ Data Entry: Initia Entry
(UTC-05:00) Eastern PAIN AT INJECTION SITE

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-04-2020 16:19:32 | ACVOPFEINFP6000 83 ggg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO

Time (US & Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Visit: V2_VAX2_L

Site No: 1090

Header Text: c4591001

Form Version: 21-Aug-2020 02:51

Subject No: 10901175

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Time (US & Canada)

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Back to Form
1. Date:
Date L ocation User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/4/2020
Time (US & Canada)
2a
Date Location User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFPE000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern ”” Record Identifi 1
Time (US & Canada) er::

Temperature: 97.8

TemperatureU F

nit:

TemperatureL ORAL CA

ocation:: VITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFP6000 ggg 233‘ Data Entry: Initial Entry
(UTC-05:00) Eastern 1
Time (US & Canada)
2.a Temperature:
Date L ocation User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
(UTC-05:00) Eastern ®) © 97.8

2.a Unit;
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFP6000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) F

Time (US & Canada)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-04-2020 16:19:52 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ORAL CAVITY

Time (US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Time (US & Canada)

Sep/4/2020

Date of Collection:

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-04-2020 16:20:04 | ACVOPFEINFP6000 |autocalc | Data Entry: Initia Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-04-2020 16:20:04 | ACVOPFEINFP6000 |autocalc | Data Entry: Initia Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-04-2020 16:20:24 | ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto

(UTC-05:00) Eastern (autoquery) Query

Time (US & Canada)

Sep-04-2020 16:20:04 | ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample

(UTC-05:00) Eastern (autoquery) Collected? is

Time (US & Canada) Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-04-2020 16:20:04 | ACVOPFEINFP6000 | (0) (4). Data Entry: Initial Entry

(UTC-05:00) Eastern (b) () YES
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

5.a
Date L ocation User Value Reason
Sep-04-2020 16:20:24 | ACVOPFEINFP6000 | (®) (4), Data Entry: Initia Entry

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6) )
Sample |D: BP8F1C

5.a Sample D

Date L ocation User Value Reason
Sep-04-2020 16:20:24 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () BPSF1C

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

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date Location User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4, Dose Date Time:

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 | (b) (4, Data Entry: Initial Entry
(UTC-05:00) Eastern ®) © Sep/4/2020 09:50

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

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

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

6. Body Side:

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIE

Time (US & Canada)

D OBSERVATION PERIOD

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

product administration?

Date L ocation User Value Reason
Sep-04-2020 16:21:47 | ACVOPFEINFP6000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1090

Subject No: 10901175
Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-02-2020 ACVOPFEINFP6000 |/(b) (4), Query 1: Closed As per site
03:13:46 (b) (6) confirmation -
(UTC-05:00) Eastern updated PD
Time (US & Canada) tracker
Oct-01-2020 ACVOPFEINFP6000 |(b) (4). (®) (6) | Query 1: Answered Origina vaueis
13:16:19 (b) (4), (b) (6) correct
(UTC-05:00) Eastern
Time (US & Canada)
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened PDQ: DOV at
07:24:11 thisvisit is out of
(UTC-05:00) Eastern window (-2 day)
Time (US & Canada) from DOV
(4/Sepl2020) at
V2. Please
reconcile and
update
accordingly, else
confirm dateis
correct asis.
Sep-30-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:07:31 (b) (4), (b) (6) Sep/30/2020

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1090

Subject No: 10901175
Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name:; (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

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

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 ggg 233‘ Data Entry: Initia Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.a
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 Egg Egg: Data Entry: Initial Entry
(UTC-05:00) Eastern Symptom:: FE
Time (US & Canada) \V;

ER

Werefever or systemic N
symptomspresentont O
he last day the Subject
Diary was completed?:

2.a Symptom:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) FEVER

Time (US & Canada)

2.a Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (l;) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

2.b

Page 182 of 280

*** Confidential***
FDA-CBER-2021-5683-0920429




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Subject No: 10901175
Generated By:  (b) (4)

Visit: V3_ MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®)© Symptom:: EA
Time (US & Canada) TI

GU

E

Werefever or systemic NO
symptoms present on t
he last day the Subject
Diary was completed?

Time (US & Canada)

2.b Symptom:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 gzg %’ Data Entry: Initial Entry
(UTC-05:00) Eastern FATIGUE

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

*** Confidential***

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFPE000 Egg Egg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.c
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (g) (g), Data Entry: Initial Entry
(UTC—05100) Eastern ®) © Symptom:: HE
Time (US & Canada) AD

AC

HE
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Header Text: c4591001

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 No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Werefever or systemi NO
C symptoms present o
n thelast day the Sub
ject Diary was comple
ted?:
2.c Symptom:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) HEADACHE
Time (US & Canada)

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

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFPE000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2.d
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (E) ‘;‘" Data Entry: Initial Entry
(UTC-05:00) Eastern " Symptom:: C
Time (US & Canada) HI
LL
S
Werefever or systemic N
symptomspresentont O
helast 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

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

Form Status: Data Complete, Locked, Frozen, Verified

*** Confidential***

FDA-CBER-2021-5683-0920432

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
2.d Symptom:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) CHILLS
Time (US & Canada)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () NO
Time (US & Canada)
2.e
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC—OSZOO) Eastern ) © Symptom:: VO
Time (US & Canada) Ml
TIN
G

Werefever or systemi NO

C symptoms present o

n thelast day the Sub

ject Diary was comple

ted?:
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Header Text: c4591001

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 No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

2.e Symptom:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) VOMITING

Time (US & Canada)

2.e Were fever or systemic symptoms present on the last day

the Subject Diary was completed?

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 Egg Egg, Data Entry: Initial Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.f
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (l;) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern ) Symptom:: DI
Time (US & Canada) AR

RH

EA

Werefever or systemi NO
C symptoms present o

n thelast day the Sub

ject Diary was comple
ted?:
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Header Text: c4591001

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

temic symptoms

t day the Subject
Diary was compl
eted?:

Werefever or sys NO

present on thelas

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials; ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
2.f Symptom:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) DIARRHEA
Time (US & Canada)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was compl eted?
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () NO
Time (US & Canada)
2.9
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6E000 | (0) (4). Data Entry: Initial Entry
(UTC—OSZOO) Eastern (b) (6) Symptom:: NEW O
Time (US & Canada) R WOR

SENED

MUSCL

E PAIN
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Page 187 of 280

FDA-CBER-2021-5683-0920434




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

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 No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

2.9 Symptom:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6)

NEW OR WORSENED MU
SCLE PAIN

2.9 Were fever or systemic symptoms present on the last day

the Subject Diary was completed?

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 Egg Egg: Data Entry: Initial Entry
(UTC-05:00) Eastern NO
Time (US & Canada)
2.h
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (E) (g), Data Entry: Initial Entry
(UTC—OSZOO) Eastern (b) (6) Symptom:: NEW O
Time (US & Canada) R WOR

SENED

JOINT

PAIN

Werefever or syst NO
emic symptoms p
resent on the last

day the Subject D
iary was complete

d?:
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Site No: 1090

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Subject No: 10901175

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

*** Confidential***

FDA-CBER-2021-5683-0920436

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
2.h Symptom:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) NEW OR WORSENED JOI
Time (US & Canada) NT PAIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) () NO
Time (US & Canada)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. Injection Site Body Side:
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT
Time (US & Canada)
5a
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (E) (g), Data Entry: Initia Entry
(UTC-05:00) Eastern " Injection Site Reactio RE
Time (US & Canada) n: DN

ES

S
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

Wereinjection siterea NO
ctions present on thel

ast day the Subject Di

ary was completed?:

5.alnjection Site Reaction:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) REDNESS
Time (US & Canada)
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) NO
Time (US & Canada)
5b
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 Eg; Eg, Data Entry: Initial Entry
(UTC-05:00) Eastern Injection Site Reactio SW
Time (US & Canada) n: ELL
ING

Wereinjection sitere NO

actions present on the

last day the Subject

Diary was completed

2
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

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

Site No: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

5.b Injection Site Reaction:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 (E) (g), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) SWELLING

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFPE000 Egg Eg Data Entry: Initial Entry
(UTC-05:00) Eastern NO

Time (US & Canada)

5.c
Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 ggg g:g, Data Entry: Initial Entry
(UTC-05:00) Eastern Injection Site Reac PAIN
Time (US & Canada) tion:: AT IN

JECTI

ON S|

TE

Wereinjection site NO
reactions present o
nthelast day the S
ubject Diary wasc
ompleted?:
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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: 1090 Site Name; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

5.c Injection Site Reaction:

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFP6000 ggg 2‘3’ Data Entry: Initia Entry
(UTC-05:00) Eastern PAIN AT INJECTION SITE

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-30-2020 15:08:15 | ACVOPFEINFPE000 Egg Eg Data Entry: Initial Entry
(UTC-05:00) Eastern NO

Time (US & Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: c4591001

(UTC-05:00) Eastern
Time (US & Canada)

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: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-01-2020 09:41:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(autocalc) | SITE

(UTC-05:00) Eastern
Time (US & Canada)

2. Sample Type
Date L ocation User Value Reason
Oct-01-2020 09:41:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto
09:41:21 (autoquery) Query
(UTC-05:00) Eastern
Time (US & Canada)
Oct-01-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
09:41:09 (autoquery) Collected? is
(UTC-05:00) Eastern Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:09 (b) (6) YES
(UTC-05:00) Eastern Date of Callection:
Time (US & Canada)
Sep/30/2020

*** Confidential***
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

5.a
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:21 (b) (6) Sample |D: BLB83Y
(UTC-05:00) Eastern
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:21 (b) (6) BLB83Y
(UTC-05:00) Eastern
Time (US & Canada)
5.b
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:32 (b) (6) Sample |D: BLB83Z
(UTC-05:00) Eastern
Time (US & Canada)
5.b Sample ID
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:32 (b) (6) BLB83Z
(UTC-05:00) Eastern
Time (US & Canada)
5.c
Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:43 (b) (6) Sample |D: BPSFT2
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

(b) (4), (b) (6)

5.c Sample D

Date L ocation User Value Reason
Oct-01-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
09:41:43 (b) (6) BPSFT2

(UTC-05:00) Eastern

Time (US & Canada)

*** Confidential***
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Header Text: c4591001
Visit: End of Treatment - Unscheduled

Form Version: 15-Sep-2020 21:55

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

History

Form: DISPOSITION - TREATMENT - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Sep-30-2020 15:08:28 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sep/30/2020
Time (US & Canada)
2. Phase of Disposition:
Date Location User Value Reason
Sep-30-2020 15:08:28 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Sep-30-2020 15:08:28 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By: = (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall
Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Nov-23-2020 14:07:33 | ACVOPFEINFP6000 ((b) (4), (b) (6) | Form Deleted Deleted per

(UTC-05:00) Eastern (b) (4), (b) (6) query as

Time (US & Canada) more specific
diagnoses
were made
pertaining to
head injury

Nov-17-2020 12:59:00 | ACVOPFEINFP6000 ((b) (4), (b) (6) | Form Created

(UTC-05:00) Eastern (b) (4). (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFPE000 |(b) (4). Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-17-2020 13:01:09 [ ACVOPFEINFPE000 |(b) (4). Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-20-2020 13:19:43 | ACVOPFEINFPE000 |(b) (4). Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-20-2020 13:21:25 | ACVOPFEINFPE000 |(b) (4). Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

Date L ocation User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFPE000 |(b) (4). Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1090

Subject No: 10901175

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

19:22:28 (b) 6) query

(UTC-05:00)

Eastern Time (US &

Canada)

Nov-23-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered No motor vehicle

07:55:21 (b) (4), (b) (6) accident. Narrative

(UTC-05:00) statesit wason a

Eastern Time (US & bike path-.

Canada)

Nov-22-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Bike

19:51:19 (0) (6) accident: Wasthisa

(UTC-05:00) motor vehicle

Eastern Time (US & accident? If so, and

Canada) the subject was the
operator of the
bike/motorcycle, the
subject should be
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
identified in the
investigator/verbatim
text as the driver or
operator of the
vehicle.
Nov-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) | Data Entry: Initial Entry
12:53:52 () (4, ®) (6) | bike accident
(UTC-05:00)
Eastern Time (US &
Canada)
4. Start Date Time:
Date L ocation User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(b) (4, Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) NO
Time (US & Canada) End Date Time:
Nov/7/2020 UNK:UNK
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 12:57:53 | ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 3

Time (US & Canada)

7. | sthe adverse event

serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

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

Date L ocation User Value Reason
Nov-23-2020 ACVOPFEINFP6000 |(b) (4), Query 3: Closed Response satisfies
09:07:28 (b) (6) query
(UTC-05:00) Eastern
Time (US & Canada)
Nov-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Answered The updated form
07:54:49 (b) (4), (b) (6) faxed on 20 Nov
(UTC-05:00) Eastern hasthe OCVID
Time (US & Canada) test information
on the narrative
page
Nov-22-2020 ACVOPFEINFP6000 |(b) (4), Query 3: Opened CLINICAL - In
21:47:32 (b) (6) the 20Nov2020
(UTC-05:00) Eastern SAE update, no
Time (US & Canada) information for
in-hospital
COVID test was
reported. Please
submit date and
result of COVID
test asa SAE
safety update
Nov-21-2020 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Query closed; will
18:28:37 (b) (6) follow for SAE
(UTC-05:00) Eastern update with the
Time (US & Canada) requested COVID
test info
Nov-19-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered we received
16:22:13 (b) (4), (b) (6) medical records,
(UTC-05:00) Eastern COVID test was
Time (US & Canada) completed and
was negative. We
will send updated
SAE report
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1090

Subject No: 10901175

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
tomorrow.
Nov-19-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Opened Clinica COVID
00:26:33 (b) (6) test status (yes/no)
(UTC-05:00) Eastern during Hosp was
Time (US & Canada) not reported in the
SAE. Please
submit a
follow-up SAE
form
[#2020455127] to
document if
COVID testing
was performed
(YES/NO or info
not available) and
if yes, the date
and results.
Nov-18-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
05:25:52 (autoquery)
(UTC-05:00) Eastern
Time (US & Canada)
Nov-17-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE bike
12:53:52 (autoquery) accident:
(UTC-05:00) Eastern Responseto "Is
Time (US & Canada) the adverse event
serious?’ is'Yes
but " Serious
Adverse Event
Number" is blank.
Nov-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
12:53:52 (b) (4), (b) (6) YES
(UTC-05:00) Eastern Isthis serious event ass
Time (US & Canada) ociated with congenital
anomaly or birth defect
?
NO
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4)

Generated Time (GMT): 29-Mar-2021 10:31

Did this serious event r
esult in death?

NO
Did this serious event r
equire or prolong hospit
alization?

YES
Did this serious event r
esult in persistent or sig
nificant disability/incap
acity?

NO

Isthis serious event life
threatening?

NO

Other medically import
ant serious event

NO

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

Date L ocation User Value Reason

Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

9. I sthis event related to study treatment:

Date L ocation | User | Value Reason
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Nov-17-2020 ACVOPFEINFP6000 |(0) (4). Data Entry: Initial Entry
12:53:52 (UTC-05:00) (b) (6) NOT RELATED
Eastern Time (US & If Not Related to study treat
Canada) ment(s), thisevent is due to
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 | (®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (0) | Query 2: Closed Response satisfies query
03:35:39 ©
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Header Text: c4591001
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Site No: 1090

Subject No: 10901175

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Nov-19-2020 ACVOPFEINFP6000 |(®) (4, Query 2: Answere | updated SAE form aready

08:03:46 2e d faxed on 18 Nov 2020

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-19-2020 ACVOPFEINFPGE000 |((b) (4), (b) |Query 2: Opened |SAE

06:44:25 (6) RECON:AER#2020455127

(UTC-05:00) ,outcome was updated to

Eastern Time (US RECOVERED/RESOLVED

& Canada) on AE CRF while reported as
RECOVERING/RESOLVING
in Safety database. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up
form.

Nov-17-2020 ACVOPFEINFP6000 |auto query |Query 1: Closed Close Auto Query

13:01:36 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |(®) (4, Data Entry: Transcription Error

13:01:36 ©) ) RECOVERED/RE

(UTC-05:00) SOLVED

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 |autoquery |Query 1: Opened | For AE bike accident:

12:53:52 (autoquery) Response to "What was the

(UTC-05:00) outcome of this adverse

Eastern Time (US event?' is

& Canada) 'Recovering/Resolving' but
AE End Date/Time is present.

Nov-17-2020 ACVOPFEINFP6000 |0 @®).(0)(©) | Data Entry: Initial Entry

12:53:52 RECOVERING/R
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) (b) (4), ) () | ESOLVING

Eastern Time (US

& Canada)

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

Date L ocation User Value Reason
Nov-17-2020 12:53:52 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
05:25:52 (UTC-05:00) (6) 2020455127

Eastern Time (US &

Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1090
Subject No: 10901175
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 2

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason
Nov-23-2020 ACVOPFEINFP6000 [(b) (4), Query 3: Closed Response satisfies
18:57:31 (b) (6) query

(UTC-05:00) Eastern
Time (US & Canada)

Nov-23-2020
14.05:41
(UTC-05:00) Eastern

ACVOPFEINFP6000

(b) (4), (b) (6)

(b) (4), (b) (6)

Query 3: Answered

AE deleted per
query as more
specific diagnoses

Time (US & Canada) were made.

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), Query 3: Opened CLINICAL -

11:49:59 (b) (6) please clarify the

(UTC-05:00) Eastern event Head

Time (US & Canada) Trauma further
(other AEs are
reported for scalp
contusion,

intraventricular
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Site No: 1090

Generated By:

Subject No: 10901175
(b) (4)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

hemorrhage,
concussion) to
clarify the
additional injury
being specified

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Closed will reword

11:47:20 (b) (6)

(UTC-05:00) Eastern

Time (US & Canada)

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Opened CLINICAL -

09:28:40 (b) (6) please clarify

(UTC-05:00) Eastern event Head

Time (US & Canada) Traumafurther; ie
isthisinjury to
skin or to bone or
to brain?

Nov-21-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Query closed; will

16:20:05 (b) (6) follow for SAE

(UTC-05:00) Eastern update with the

Time (US & Canada) requested clinical
info

Nov-20-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: New Information

13:18:26 (b) (4). (b) (6) head trauma

(UTC-05:00) Eastern

Time (US & Canada)

Nov-19-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered head injury

08:04:36 (b) (4), (b) (6) reported, pt denies

(UTC-05:00) Eastern concussion, we

Time (US & Canada) will update after
receipt of medical
records

Nov-19-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened On review of the

00:28:34 (b) (6) SAE report for

(UTC-05:00) Eastern bike

Time (US & Canada) accident/head
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

injury, an event of
3 days of
concussion was
mentioned, yet it
does not appear in
the AE CRF.
Please review for
safety and update
AE log CRF
accordingly.

Nov-17-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry

12:59:00 (b) (4), (b) (6) head injury

(UTC-05:00) Eastern

Time (US & Canada)

4. Start Date Time:

Date L ocation User Value Reason

Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date Location User Value Reason

Nov-17-2020 12:59:00 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date Location User Value Reason

Nov-17-2020 12:59:00 | ACVOPFEINFP6000 | (®) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)
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Header Text: c4591001

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

(UTC-05:00) Eastern
Time (US & Canada)

Date L ocation User Value Reason
Nov-18-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto
05:26:03 (autoquery) Query
(UTC-05:00) Eastern

Time (US & Canada)

Nov-17-2020 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE head
12:59:00 (autoquery) injury: Response

to "Isthe adverse
event serious?’

(UTC-05:00) Eastern
Time (US & Canada)

Is this serious event associ
ated with congenital anom
aly or birth defect?

NO

Did this serious event resul
t in death?

NO
Did this serious event requ

ire or prolong hospitalizati
on?

is'Yes but

"Serious Adverse

Event Number"

is blank.
Nov-17-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
12:59:00 () (6) YES
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

YES
Did this serious event resul
tin persistent or significan
t disability/incapacity?

NO

Isthis serious event life thr
eatening?

NO

Other medically important
serious event

NO

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

Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ©) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (0) (4. Data Entry: Initial Entry
12:59:00 (UTC-05:00) ®) ©) NOT RELATED

Eastern Time (US &
Canada)

If Not Related to study treat
ment(s), this event is due to

OTHER

If Other, specify:
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Header Text: c4591001

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

bike accident
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |(b) (4. Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RECOVERING/RESOLVIN
Time (US & Canada) G
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-17-2020 12:59:00 | ACVOPFEINFP6000 |(B) (4). (®) | Data Entry: Initial Entry
(UTC-05:00) Eastern ©®) NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

*** THISREPEATING FORM HASBEEN DELETED ***

Time (US & Canada) (b) (4), (b) (6)

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
Nov-18-2020 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
05:26:03 (UTC-05:00) (6) 2020455127

Eastern Time (US &

Canada)

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1090) Wake Research Associates, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

(UTC-05:00) Eastern
Time (US & Canada)

1. Category:
Date Location User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3

(UTC-05:00) Eastern
Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

) 6) |eft clavicle, fractured

4, Start Date Time;

Date Location User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Dec-07-2020 12:24:25 | ACVOPFEINFPE000 | (0) (4). Data Entry: New Information
(UTC-05:00) Eastern (b) () NO

Time (US & Canada) End Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Dec/3/2020 UNK:UNK
Nov-17-2020 ACVOPFEINFP6000 |(0) (4). Data Entry: Initial Entry
13:00:11 (UTC-05:00) (b) (6) YES
Eastern Time (US &
Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Dec-02-2020 ACVOPFEINFP6000 |auto query |Query 2: Deleted Close Auto
08:55:28 (autoquery) Query
(UTC-05:00) Eastern

Time (US & Canada)

Nov-25-2020 ACVOPFEINFP6000 |auto query | Query 2: Candidate For AE left

13:40:41 (autoquery) clavicle,

(UTC-05:00) Eastern fractured:

Time (US & Canada) Responseto "Is
the adverse event
serious?' is'No'
but " Serious
Adverse Event
Number" is
present.
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Subject No: 10901175

Header Text: c4591001

Generated By:  (b) (4)

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: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

Nov-25-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: downgraded per
13:40:41 (b) (6) NO physician
(UTC-05:00) Eastern

Time (US & Canada)

Nov-18-2020 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto

05:26:14 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Nov-17-2020 ACVOPFEINFP6000 |[auto query | Query 1. Candidate For AE left

13:00:11 (autoquery) clavicle,

(UTC-05:00) Eastern fractured:

Time (US & Canada) Responseto "Is
the adverse event
serious?' is'Yes
but "Serious
Adverse Event
Number" is
blank.

Nov-17-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

13:00:11 (b) (6) YES

Is this serious event associ
ated with congenital anom
ay or birth defect?

NO

Did this serious event resu
[t in death?

NO
Did this serious event req
uire or prolong hospitaliza
tion?

YES

Did this serious event resu
It in persistent or significa
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nt disability/incapacity?
NO

Isthis serious event life th
reatening?

NO

Other medically important
serious event

NO

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

Date L ocation User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date Location User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) (6) NOT RELATED

Time (US & Canada)

If Not Related to study treat
ment(s), thisevent isdueto

OTHER
If Other, specify:
bike accident
10. Latest Action Taken with Study Treatment:
Date L ocation ‘ User |Va|ue Reason
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Nov-17-2020 13:00:11 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry

(UTC-05:00) Eastern () NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(b) (4. Data Entry: Initial Entry

(UTC-05:00) Eastern (®) ©) NO

Time (US & Canada)

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

Date L ocation User Value Reason

Dec-07-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

14:12:34 (autoquery)

(UTC-05:00)

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |(®) (4). Data Entry: New Information

14:12:34 ®©) RECOV ERED/RESOL

(UTC-05:00) VED

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |auto query |Query 1. Opened For AE left clavicle,

12:24:25 (autoquery) fractured: Response to

(UTC-05:00) "What was the

Eastern Time (US & outcome of this

Canada) adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
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is present.
Nov-17-2020 ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
13:00:11 ©©) RECOVERING/RESOL
(UTC-05:00) VING
Eastern Time (US &
Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-17-2020 13:00:11 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date Location User Value Reason
Dec-02-2020 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: downgraded to
08:55:28 (6) non serious
(UTC-05:00) Eastern
Time (US & Canada)
Nov-18-2020 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
05:26:14 (6) 2020455127
(UTC-05:00) Eastern
Time (US & Canada)
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(UTC-05:00) Eastern
Time (US & Canada)

1. Category:
Date Location User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) broken ribs

Time (US & Canada)

4, Start Date Time:

Date Location User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |(®) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Dec-07-2020 12:25:38 | ACVOPFEINFPE000 | (0) (4). Data Entry: New Information
(UTC-05:00) Eastern (b) () NO

Time (US & Canada) End Date Time:
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Dec/3/2020 UNK:UNK

Nov-17-2020 ACVOPFEINFP6000 |(0) (4). Data Entry: Initial Entry
13:01:09 (UTC-05:00) (b) (6) YES

Eastern Time (US &

Canada)

6. Toxicity Grade:

Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation

User Value Reason

Jan-12-2021 ACVOPFEINFP6000 |(b) (4), Query 6: Closed Response satisfies query

13:52:23
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (6)

Jan-05-2021 AcvorrEINFPe000 | ®) #): () (6) | 5ery 6: Answere | updated report was faxed

11:44.28
(UTC-05:00)
Eastern Time (US
& Canada)

d

Jan-04-2021 ACVOPFEINFPE000 |(b) (4), (b) Query 4. Closed event no longer listed in

05:05:18
(UTC-05:00)
Eastern Time (US

(6) SDB
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& Canada)

Jan-02-2021 ACVOPFEINFPE000 |(b) (4), (b) Query 4: Reissued | SAE RECON 3: Per latest

03:02:09 (6) :Opened SAE listing, last follow up

(UTC-05:00) received was 10Dec2020.

Eastern Time (US Please confirm when the

& Canada) report was sent.

Dec-31-2020 ACVOPFEINFPE000 |(b) (4), Query 6: Reissued | CLINICAL Thank you;

12:46:45 (b) (6) :Opened however, in 30Dec20 SAE

(UTC-05:00) update, Rib fracturesis till

Eastern Time (US reported as a SAE by

& Canada) reason of Hospitalization

Dec-31-2020 ACVOPFEINFP6000 |(b) (4), (b) Query 4: Reissued | SAE RECON 3: Per latest

02:36:59 (6) :Candidate SAE listing, last follow up

(UTC-05:00) received was 10Dec2020.

Eastern Time (US Please confirm when the

& Canada) report was sent.

Dec-30-2020 ACVOPFEINFP6000 |(B) @), (b) (6) | Query 4: Answere | F/U report was faxed

17:31:39 d

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-29-2020 ACVOPFEINFP6000 |(B) (4), (0) (6) | Query 6: Answere | will bein todays F/U report

11:02:13 d

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-22-2020 ACVOPFEINFPE000 |(b) (4), (b) Query 4: Reissued | SAE RECON 2: Per PSSR,

07:29:26 (6) :Opened In the latest FU SAE form

(UTC-05:00) dated on 10Dec2020, "L eft

Eastern Time (US scalp contusion is AE, not

& Canada) SAE." was reported in the
narrative, but the
seriousness "fractured ribs’
was not mentioned.Please
submit afollow up AEM
form to downgrade event in
SDB
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Dec-17-2020 ACVOPFEINFP6000 |(b) (4), Query 6: Opened | CLINICAL Thank you. Per

08:27:41 (b) (6) current SAE report

(UTC-05:00) (10Dec20), fractured ribs

Eastern Time (US remains a SAE. Please

& Canada) review, harmonize
reporting and update in the
appropriate location

Dec-15-2020 ACVOPFEINFP6000 |(b) (4), Query 5: Closed Response satisfies query

13:50:03 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-11-2020 ACVOPFEINFP6000 |(®) (4), (b) (6) Query 4: Reissued | Pending SDB update

06:56:26 :Candidate

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-09-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 4: Answere | Thiswas already explained

08:32:21 (b) (4). (b) () d in the narrative of afollow

(UTC-05:00) up report, but | will send

Eastern Time (US another F/U report shortly.

& Canada)

Dec-09-2020 ACVOPFEINFP6000 | (b) (4). (b) (6) Query 4. Reissued | SAE RECON 1:Per PSSR

06:18:05 :Opened 'Rib Factured is captured as

(UTC-05:00) a serious advese event

Eastern Time (US (Hospitalization) with an

& Canada) onset date of 7-Nov-2020.'
If event is confirmed not an
SAE per previous query
response, please submit a
follow up AEM form to
clarify.

Dec-07-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 5: Answere | follow up report will be

12:25:20 (b) (4), (b) (6) d send, downgraded to non

(UTC-05:00) serious on recent report

Eastern Time (US

& Canada)
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Dec-06-2020 ACVOPFEINFP6000 |(b) (4), Query 5: Opened | CLINICAL Event of Rib

12:59:22 (b) (6) fractures reported as not

(UTC-05:00) serious; however, SAE

Eastern Time (US report (#2020455127) has

& Canada) this event as serious on the
basis of Hospitalization.
Please review, harmonize
reporting, and update in the
appropriate location.

Dec-04-2020 ACVOPFEINFP6000 |(®) (4), (0) (6) Query 4: Reissued | PSSR review

00:34:07 :Candidate

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-02-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 4: Answere | Reported as AE, not SAE

11:48:20 (b) (4), (b) (6) d in narrative on last faxed

(UTC-05:00) report.

Eastern Time (US

& Canada)

Dec-02-2020 ACVOPFEINFP6000 |(®) (4), (b) (6) Query 4: Opened | SAE

08:57:14 RECON:AER#2020455127

(UTC-05:00) Afractured ribs(onset

Eastern Time (US date:07Nov2020)was

& Canada) reported as seriousin
Safety database but
nonseriousin AE CRF.
Please confirm and update
CRF. If safety updateis
required, submit a
follow-up SAE Form.

Dec-01-2020 ACVOPFEINFP6000 | auto query Query 3: Deleted | Close Auto Query

06:58:07 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-01-2020 AcvOPFEINFPe000 |(B) (4), (B) (6) | Query 2: Closed | downgraded to non serious

06:56:47
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(UTC-05:00) (b) (4), (b) (6)

Eastern Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 | auto query Query 3: Candidat | For AE broken ribs:

07:42:12 (autoquery) e Response to "Is the adverse

(UTC-05:00) event serious?’ is'No' but

Eastern Time (US "Serious Adverse Event

& Canada) Number" is present.

Nov-30-2020 ACVOPFEINFPG000 | auto query Query 2: Answere | New Information

07:42:12 (autoquery) d

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-30-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: New Information

07:42:12 (b) (4), (b) (6) NO

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-26-2020 ACVOPFEINFP6000 |(®) (4), (b) (6) Query 2: Opened | SAE

05:57:52 RECON:AER#2020455127

(UTC-05:00) broken ribs was

Eastern Time (US downgraded to non serious

& Canada) in Safety database but
marked serious on AE
CRF.Please confirm event
seriousness. If thisevent is
not serious, downgrade the
event on AE CRF

Nov-18-2020 ACVOPFEINFP6000 | auto query Query 1. Deleted | Close Auto Query

05:26:28 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-17-2020 ACVOPFEINFP6000 | auto query Query 1. Candidat | For AE broken ribs:

13:01:09 (autoquery) e Response to "Is the adverse

(UTC-05:00) event serious?" is'Yes but

Eastern Time (US "Serious Adverse Event
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& Canada) Number" is blank.
Nov-17-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
13:01:09 (b) (4), (b) (6) YES
(UTC-05:00) Isthis serious ev
Eastern Time (US ent associated wi
& Canada) th congenital ano

maly or birth def

ect?

NO

Did this serious e
vent result in dea
th?

NO

Did this serious e
vent require or pr
olong hospitaliza
tion?

YES

Did thisserious e
vent result in per
sistent or signific
ant disability/inc
apacity?

NO

Isthis serious ev
ent life threateni
ng?

NO

Other medicaly i
mportant serious
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event

NO

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

Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) 6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date Location User Value Reason
Nov-17-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:01:09 (UTC-05:00) (b) (6) NOT RELATED
Eastern Time (US & If Not Related to study treat
Canada) ment(s), thisevent is dueto
OTHER
If Other, specify:
bike accident
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |® @:®®)| pata Entry: Initial Entry
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(UTC-05:00) Eastern O @. 0O | yEg

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Nov-17-2020 13:01:09 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6) NO

Time (US & Canada)

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

Date L ocation User Value Reason

Dec-07-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

14:12:50 (autoquery)

(UTC-05:00)

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

14:12:50 (b) (6) RECOVERED/RESOL

(UTC-05:00) VED

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |auto query | Query 1. Opened For AE broken ribs:

12:25:38 (autoquery) Response to "What

(UTC-05:00) was the outcome of

Eastern Time (US & this adverse event?' is

Canada) 'Recovering/Resolving'
but AE End Date/Time
is present.

Nov-17-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

13:01:09 (b) (6) RECOVERING/RESOL

(UTC-05:00) VING

Eastern Time (US &

Canada)

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

Page
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Date L ocation User Value Reason
Nov-17-2020 13:01:09 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern () (6) NO
Time (US & Canada)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 () (@4, () (6) | Data Entry: downgraded to
06:58:07 non serious
(UTC-05:00) Eastern
Time (US & Canada)
Nov-18-2020 ACVOPFEINFP6000 |(b) (4. (®)(6) | DataEntry: Initial Entry
05:26:28 2020455127
(UTC-05:00) Eastern
Time (US & Canada)
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Back to Form

1. Category:

Date Location User Value Reason

Nov-20-2020 13:19:43 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason

Nov-20-2020 13:19:43 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |5

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-25-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response

00:04:12 (b) (6) satisfies query

(UTC-05:00) Eastern

Time (US & Canada)

Nov-24-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Answered we have no other

16:31:32 (b) (4), (b) (6) updates, but will

(UTC-05:00) Eastern send an update

Time (US & Canada) for replaced head
trauma

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL -

19:01:40 (b) (6) Concussion and

(UTC-05:00) Eastern other events

Time (US & Canada) have replaced
the original term
of Head Trauma;
please remove
Head trauma
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event from the
SAE section
when reporting
new Concussion
SAE, in asafety
update

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:19:43 (b) (4), (b) () concussion

(UTC-05:00) Eastern

Time (US & Canada)

4, Start Date Time:

Date Location User Value Reason

Nov-20-2020 13:19:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Dec-08-2020 16:35:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada) End Date Time:

Nov/14/2020 UNK:UNK

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

13:19:43 (UTC-05:00) (b) (6) YES

Eastern Time (US &

Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-20-2020 13:19:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) 6) 2

Time (US & Canada)
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7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; | npatient hospitalization or prolongation of existing hospitalization; Persistent or

significant disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may

jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Jan-12-2021 ACVOPFEINFP6000 ((b) (4), (b) (6) Query 4: Closed Response satisfies

13:49:05 query

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 4: Answered | fax from 30Dec2020

11:46:12 (b) (4), (b) (6) included persistent

(UTC-05:00) disability, as per

Eastern Time (US query

& Canada)

Dec-31-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Reissued:O | Clinical Serious

12:50:45 pened Criteriafor event

(UTC-05:00) Concussion are

Eastern Time (US Hospitalized and

& Canada) Disability; however,
the SAE reports has
Hosp criteriaonly.
Please review,
harmonize
reporting, and
update where
applicable

Dec-29-2020 ACVOPFEINFP6000 | auto query Query 4: Answered per query

11:03:53 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: per query

11:03:53 (b) (4), (b) (6) YES
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(UTC-05:00)
Eastern Time (US
& Canada)

Isthis serious event
associated with con
genital anomaly or
birth defect?

NO

Did this serious eve
nt result in death?

NO
Did this serious eve
nt require or prolon
g hospitalization?
YES
Did this serious eve
nt result in persisten
t or significant disa
bility/incapacity?
YES

Isthis serious event
life threatening?

NO
Other medically im
portant serious even

t

NO

Dec-17-2020
16:08:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 4. Opened

CLINICAL SAE
narrative reports that
subject's concussion
resolved with
vertigo and double
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vision persisting;
and subject has
post-concussive
syndrome. Please
consider additional
SAE criterion of
Disability/incapacity
for AE/SAE report.

Dec-17-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Candidate | CLINICAL SAE

10:30:58 narrative reports that

(UTC-05:00) subject's concussion

Eastern Time (US resolved with

& Canada) vertigo and double
vision persisting;
and subject has
post-concussive
syndrome. Please
consider additional
SAE criterion of
Disability/incapacity
for AE/SAE report.

Nov-25-2020 ACVOPFEINFP6000 ((b) (4), (b) (6) Query 3: Closed Response satisfies

04:28:59 query

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-23-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 3: Answered | concussion was send

07:56:47 (b) (4), (b) (6) with follow up

(UTC-05:00) report on 20 Nov,

Eastern Time (US serious due to

& Canada) prolonged hospital
Stay

Nov-23-2020 ACVOPFEINFP6000 ((b) (4), (b) (6) Query 3: Opened SAE RECON:

05:43:05 concussion(Onset

(UTC-05:00) date:07Nov2020) is

Eastern Time (US not reported to

& Canada) Safety database but
marked serious on
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AE CRF. Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Deleted Query can be

05:42:33 addressed internally
(UTC-05:00)

Eastern Time (US

& Canada)

Nov-20-2020 ACVOPFEINFP6000 |auto query Query 2: Closed Close Auto Query
13:20:14 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
13:20:14 (b) (@), (b) (6) YES

(UTC-05:00) Is this serious event

Eastern Time (US associated with con

& Canada) genital anomaly or

birth defect?
NO

Did this serious eve
nt result in death?

NO
Did this serious eve
nt require or prolon
g hospitalization?
YES

Did this serious eve
nt result in persisten
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t or significant disa
bility/incapacity?
NO
Isthis serious event
life threatening?
NO
Other medically im
portant serious even
t
NO
Nov-20-2020 ACVOPFEINFP6000 | auto query Query 2: Opened Isthis adverse event
13:19:43 (autoquery) serious? is reported
(UTC-05:00) 'Yes, but at least
Eastern Time (US one seriousness
& Canada) criteriais missing.
Please review and
update as
appropriate.
Nov-20-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE concussion:
13:19:43 (autoquery) Response to "Isthe
(UTC-05:00) adverse event
Eastern Time (US serious?’ is'Yes but
& Canada) "Serious Adverse
Event Number" is
blank.
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
13:19:43 (b) (4), (b) () YES
(UTC-05:00) Did this serious eve
Eastern Time (US nt require or prolon
& Canada) g hospitalization?
YES
8. Isthis adverse event the result of a study Medication Error?
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I Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Nov-20-2020 13:19:43 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) (6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:19:43 (UTC-05:00) (b) (6) NOT RELATED
Eastern Time (US & If Not Related to study treat
Canada) ment(s), thisevent isdueto
OTHER
If Other, specify:
bike accident
10. Latest Action Taken with Study Treatment:
Date Location User Value Reason
Nov-20-2020 13:19:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) 6) NOT APPLICABLE
Time (US & Canada)
11. Was a Concomitant Medication given?
Date Location User Value Reason
Jan-01-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response
15:50:27 (b) (6) satisfies query
(UTC-05:00) Eastern
Time (US & Canada)
Dec-29-2020 ACVOPFEINFP6000 | auto query Query 1: Answered per query
13:31:53 (autoquery)
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(UTC-05:00) Eastern

Time (US & Canada)

Dec-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: per query

13:31:53 (b) (4), (b) (6) YES

(UTC-05:00) Eastern

Time (US & Canada)

Dec-22-2020 ACVOPFEINFP6000 [(b) (4), Query 1: Reissued:Opene | Clinical Thank

23:15:55 (b) (6) d you. Please then

(UTC-05:00) Eastern change the

Time (US & Canada) answer '‘NO' to
'Yes for Con
meds given for
the SAE event

Dec-21-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered yes treatment for

14:19:52 (b) (4), (b) (6) SAE

(UTC-05:00) Eastern

Time (US & Canada)

Dec-17-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opene | Clinical Thank

08:36:45 (b) (6) d you. Per current

(UTC-05:00) Eastern SAE report

Time (US & Canada) (10Dec20),
leveiracetam and
gabapentin
administered;
please clarify if
thiswas SAE
event treatment.

Dec-07-2020 ACVOPFEINFP6000 |(b) (4). (b) (6) Query 1: Answered we will update

14:14:17 (b) (4), (b) (6) SAE reports

(UTC-05:00) Eastern

Time (US & Canada)

Dec-06-2020 ACVOPFEINFP6000 [(b) (4), Query 1: Opened CLINICAL Con

13:05:11 (b) (6) Med for event of

(UTC-05:00) Eastern Concussionis

Time (US & Canada) None; however,
SAE report states
Con med given.
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Please review,
harmonize
reporting, and
update in the
appropriate
location.

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:19:43 (b) (4), (b) (6) NO

(UTC-05:00) Eastern

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-29-2020 11:04:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: per query

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

Nov-20-2020 13:19:43 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6) NO

Time (US & Canada)

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

Date Location User Value Reason

Jan-05-2021 ACVOPFEINFP6000 |(®) (@), (®)(®) | Query 3: Closed Response satisfies query

20:55:56

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 |auto query |Query 3: Answered | New Information

11:47:00 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

11:47:00 (b) (6) RECOVERED/RES

(UTC-05:00) OLVED
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Eastern Time (US

& Canada)

Jan-05-2021 ACVOPFEINFP6000 |(®) @), (®)(®) | Query 3: Opened SAE

07:47:06 RECON:AER#2020455127

(UTC-05:00) outcome was updated to

Eastern Time (US RECOVERED/RESOLVED

& Canada) in Safety database while
reported as
RECOVERED/RESOLVED
WITH SEQUELAE in AE
CRF. Please confirm correct
outcome. If safety update is
required, please submit a
follow-up form.

Dec-11-2020 ACVOPFEINFP6000 |(®) (@4, (®)(€) | Query 2: Closed Response satisfies query

06:54:53

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Answered | SAE update was faxed

08:29:46 (b) (6) yesterday with updated

(UTC-05:00) outcome as resolved with

Eastern Time (US sequelae

& Canada)

Dec-09-2020 ACVOPFEINFPG000 |®) 4. ®) () | Query 2: Opened SAE

05:16:18 RECON:AER#2020455127

(UTC-05:00) outcome was updated to

Eastern Time (US RECOVERED/RESOLVED

& Canada) WITH SEQUELAE on AE
CRF while reported as
Recovering/Resolving in
Safety database. Please
confirm correct outcome. If
safety updateis required,
please submit afollow-up
form.

Dec-08-2020 ACVOPFEINFP6000 |auto query |Query 1. Closed Close Auto Query

16:35:51 (autoquery)
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(UTC-05:00)

Eastern Time (US

& Canada)

Dec-08-2020 ACVOPFEINFP6000 | (b) (4), DataEntry: New Information

16:35:51 (b) (6) RECOVERED/RES

(UTC-05:00) OLVED WITH SEQ

Eastern Time (US UELAE

& Canada)

Dec-08-2020 ACVOPFEINFP6000 |auto query | Query 1. Opened For AE concussion:
16:35:25 (autoquery) Response to "What was the
(UTC-05:00) outcome of this adverse
Eastern Time (US event?' is

& Canada) 'Recovering/Resolving' but

AE End Date/Timeis
present.
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Back to Form

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

Date Location User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:19:43 (UTC-05:00) (b) (6) RECOVERING/RESOLVIN

Eastern Time (US & G

Canada)

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

Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:19:43 (UTC-05:00) (b) (6) NO

Eastern Time (US &

Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Nov-25-2020 ACVOPFEINFP6000 ((®) (), () (6) | Data Entry: Initial Entry
04:28:43 2020455127

(UTC-05:00) Eastern

Time (US & Canada)
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Back to Form

1. Category:

Date L ocation User Value Reason

Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason

Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 6

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Jan-05-2021 ACVOPFEINFP6000 |(®) (@), (®)(6) | Query 2: Closed Response satisfies

20:59:28 query

(UTC-05:00)

Eastern Time (US &

Canada)

Jan-05-2021 ACVOPFEINFP6000 |auto query |Query 2: Answered as per medical

10:45:50 (autoquery) records,

(UTC-05:00) intraventricular

Eastern Time (US & hemorrhage s correct

Canada)

Jan-05-2021 ACVOPFEINFP6000 |(b) (4), Data Entry: as per medical

10:45:50 (b) (6) intraventricular hemorrh | records,

(UTC-05:00) age, left occipital horn intraventricular

Eastern Time (US & hemorrhage is correct

Canada)

Jan-04-2021 ACVOPFEINFP6000 |®) (). () (8) | Guery 2: Opened SAE RECON:

05:09:20 AER#2020455127 the
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(UTC-05:00) (b) (4), (b) (6) term was updated to

Eastern Time (US & 'intraventricular

Canada) hemorrhage (left
occipital horn)'in
Safety database while
recorded as
'intracranial
hemorrhage, left
occipital horn'in AE
CRF. Please confirm
correct term.

Nov-26-2020 ACVOPFEINFP6000 |®) @, (®)(®) | Query 1: Closed Response satisfies

05:49:45 query

(UTC-05:00)

Eastern Time (US &

Canada)

Nov-25-2020 ACVOPFEINFP6000 |autoquery |Query 1: Answered Transcription Error

08:31:53 (autoquery)

(UTC-05:00)

Eastern Time (US &

Canada)

Nov-25-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

08:31:53 (b) (6) intracranial hemorrhage,

(UTC-05:00) left occipital horn

Eastern Time (US &

Canada)

Nov-25-2020 ACVOPFEINFPG000 |®) 4. ®) () | Query 1. Opened SAE RECON:

04:35:48 AER#2020455127 the

(UTC-05:00) term was reported as

Eastern Time (US & 'intracranial

Canada) hemorrhage (left
occipital horn)'in
Safety database while
recorded as
'intraventricular
hemorrhage, left
occipital horn' in AE
CRF. Please confirm

Page
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correct term.
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:21:25 (b) (6) intraventricular hemorrh
(UTC-05:00) age, left occipital horn
Eastern Time (US &
Canada)
4. Start Date Time:
Date L ocation User Value Reason
Nov-20-2020 13:21:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) (6) Nov/7/2020 UNK:UNK
Time (US & Canada)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Dec-17-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response
08:14:25 (b) (6) satisfies query
(UTC-05:00) Eastern
Time (US & Canada)
Dec-08-2020 ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: New Information
16:48:14 (b) (4), (b) (6) NO
(UTC-05:00) Eastern End Date Time:

Time (US & Canada)

Nov/14/2020 UNK:U

NK
Dec-07-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered we awaiting date
14:12:17 (b) (4), (b) (6) for CT scan
(UTC-05:00) Eastern showing
Time (US & Canada) bleeding has
stopped
Dec-06-2020 ACVOPFEINFP6000 |(b) (4), Query 1. Opened CLINICAL -
13:07:47 (b) (6) Please review for
(UTC-05:00) Eastern any continued
Time (US & Canada) intracranial
bleeding; if
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
none, please
enter end datein
both AE and
SAE for this
event

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:21:25 (b) (4), (b) (6) YES

(UTC-05:00) Eastern

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-20-2020 13:21:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) 6) 2

Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date

L ocation

User

Value

Reason

Jan-20-2021
11:28:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 3: Closed

Response satisfies query

Jan-15-2021
12:55:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Answered

New Information

Jan-15-2021

ACVOPFEINFP6000

(b) (4), (b) (6)

Data Entry:

New Information
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Site No: 1090
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Generated By:
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

12:55:26
(UTC-05:00)
Eastern Time (US
& Canada)

(b) (4), (b) (6)

YES
Isthis serious event
associated with con
genital anomaly or
birth defect?

NO

Did this serious eve
nt result in death?

NO
Did this serious eve
nt require or prolon
g hospitalization?
YES
Did this serious eve
nt result in persiste
nt or significant dis
ability/incapacity?
YES

Is this serious event
life threatening?

NO
Other medically im
portant serious eve

nt

NO

Jan-12-2021
13:51:34
(UTC-05:00)
Eastern Time (US

ACVOPFEINFP6000

(b) (4),
(b) (6)

Query 3: Opened

Clinical Serious
criterion for event
Intravent Hemmorrhage
is Hospitalization;

Page 252 of 280

*** Confidential***
FDA-CBER-2021-5683-0920499




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090

Header Text: c4591001
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& Canada) however, SAE report
has Hosp and Disability.
Please review,
harmoni ze reporting,
and update where
applicable

Nov-25-2020 ACVOPFEINFPE000 | (®) (4. () (6) Query 2: Closed new query issued

04:34:40

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-25-2020 ACVOPFEINFP6000 | () (@), (b) (6) Query 2: Reissued:O | new query issued for the

04:32:20 pened term discrepancy

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered | this AE was send with

07:58:28 (b) (4), (b) (6) last follow up report on

(UTC-05:00) 20 Nov 20. We received

Eastern Time (US medical records and

& Canada) send several updated
AE terms. Serious due
to prolonged hospital
stay

Nov-23-2020 ACVOPFEINFPE000 | (b)), (b) (6) Query 2: Opened SAE

05:44:17 RECON:Intraventricul ar

(UTC-05:00) hemorrhage, | eft

Eastern Time (US occipital horn(Onset

& Canada) date:07Nov2020) is not
reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness
and report to Pfizer
immediately.If this
event is not serious,
downgrade the event on
CRF
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Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Nov-23-2020 ACVOPFEINFPG000 |(®) (4. (b) (6) Query 1: Deleted Query can be addressed
05:43:25 internally

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-20-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | For AE intraventricular
13:21:25 (autoquery) hemorrhage, left
(UTC-05:00) occipital horn:

Eastern Time (US Responseto "Isthe

& Canada) adverse event serious?'
is"Yes but "Serious
Adverse Event Number"
is blank.

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:21:25 (b) (4), (b) (6) YES

(UTC-05:00) Is this serious event

Eastern Time (US associated with con

& Canada) genital anomaly or

birth defect?
NO

Did this serious eve
nt result in death?

NO

Did this serious eve
nt require or prolon
g hospitalization?

YES

Did this serious eve
nt result in persiste
nt or significant dis
ability/incapacity?

NO
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Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Isthis serious event
life threatening?

NO
Other medically im
portant serious eve

nt

NO

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

Eastern Time (US &

Date Location User Value Reason
Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) 6) NO

Time (US & Canada)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:21:25 (UTC-05:00) (b) (6) NOT RELATED

If Not Related to study treat

(UTC-05:00) Eastern

Canada) ment(s), thisevent is dueto
OTHER
If Other, specify:
bike accident
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |®) @ ®) () | Data Entry: Initial Entry

NOT APPLICABLE

*** Confidential***

Page 255 of 280

FDA-CBER-2021-5683-0920502




090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1090
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen
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Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada) ‘(b) @), () ©) |

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Dec-31-2020 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response

12:41:56 (b) (6) satisfies query

(UTC-05:00) Eastern

Time (US & Canada)

Dec-29-2020 ACVOPFEINFP6000 | auto query Query 1: Answered per query

13:31:16 (autoquery)

(UTC-05:00) Eastern

Time (US & Canada)

Dec-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: per query

13:31:16 (b) (4), (b) () YES

(UTC-05:00) Eastern

Time (US & Canada)

Dec-22-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opene | Clinical Thank

23:20:18 (b) (6) d you; however the

(UTC-05:00) Eastern update might

Time (US & Canada) potentially be
here on AE CRF,
where answer
'‘NO' con med
treatment would
changeto 'YES
con med
treatment, if the
SAEreportis
correct (con med
treatment given);
please review

Dec-07-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Answered we will update at

14:14:54 (b) (4), (b) (6) next follow up

(UTC-05:00) Eastern
Time (US & Canada)

report
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Dec-06-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL Con

13:05:43 (b) (6) Med for event of

(UTC-05:00) Eastern Concussionis

Time (US & Canada) None; however,
SAE report
states treatment
given. Please
review,
harmonize
reporting, and
update in the
appropriate
location.

Nov-20-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

13:21:25 (b) (4). (b) (6) NO

(UTC-05:00) Eastern

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

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

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |[(®) (), (®)(6) | Query 2: Closed Response satisfies query

06:54:06

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-09-2020 ACVOPFEINFP6000 |(b) (4), Query 2: Answered | SAE update was faxed

08:29:20 (b) (6) yesterday with updated

(UTC-05:00) outcome as resolved with

Eastern Time (US sequelae

& Canada)
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site Name: (1090) Wake Research Associates, LLC

Subject Initials. ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Dec-09-2020 ACVOPFEINFPG000 |®) 4. ®) () | Query 2: Opened SAE

05:16:53 RECON:AER#2020455127

(UTC-05:00) outcome was updated to

Eastern Time (US RECOVERED/RESOLVED

& Canada) WITH SEQUELAE on AE
CRF while reported as
Recovering/Resolving in
Safety database. Please
confirm correct outcome. If
safety updateis required,
please submit a follow-up
form.

Dec-08-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

16:48:27 (autoquery)

(UTC-05:00)

Eastern Time (US

& Canada)

Dec-08-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

16:48:27 (b) (6) RECOVERED/RES

(UTC-05:00) OLVED WITH SEQ

Eastern Time (US UELAE

& Canada)

Dec-08-2020 ACVOPFEINFP6000 |auto query | Query 1. Opened For AE intracrania

16:48:14 (autoquery) hemorrhage, left occipital

(UTC-05:00) horn: Response to "What

Eastern Time (US was the outcome of this

& Canada) adverse event?' is
'Recovering/Resolving' but
AE End Date/Time is
present.

Nov-20-2020 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

13:21:25 (b) (6) RECOVERING/RE

(UTC-05:00) SOLVING

Eastern Time (US

& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?
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Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:31

Date L ocation User Value Reason
Nov-20-2020 13:21:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern () (6) NO

Time (US & Canada)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Nov-25-2020 ACVOPFEINFP6000 () (@), () (6) | Data Entry: Initial Entry
04:33:34 (UTC-05:00) 2020455127

Eastern Time (US &

Canada)
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1090 Site Name: (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Category:

Date Location User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date Location User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) 6) left scalp contusion

Time (US & Canada)

4, Start Date Time;

Date Location User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Nov/7/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Date L ocation User Value Reason
Dec-07-2020 12:26:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada) End Date Time:
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Subject No: 10901175 Subject Initials. ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Nov/14/2020 UNK:UNK
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:23:21 (UTC-05:00) () (6) YES
Eastern Time (US &
Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) (6) 2
Time (US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Nov-26-2020 ACVOPFEINFP6000 |(®)(4), (®)(6) | Query 1: Closed Response satisfies query
05:50:57

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-25-2020 ACVOPFEINFP6000 |(b) (4), Query 1: Answered | follow up report faxed, not
13:41:16 (b) (6) SAE-

(UTC-05:00)

Eastern Time (US

& Canada)

Nov-25-2020 ACVOPFEINFP6000 |(®) @), () () | Query 1: Opened SAE

04:37:22 RECON:AER#2020455127
(UTC-05:00) left scalp contusion (onset
Eastern Time (US date:07Nov2020)was
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Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

& Canada) reported as seriousin

Safety database but non
seriousin AE CRF. Please
confirm and update CRF. If
safety updateis required,
submit afollow-up SAE

Form.
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:23:21 (b) (6) NO
(UTC-05:00)
Eastern Time (US
& Canada)
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) 6) NO
Time (US & Canada)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:23:21 (UTC-05:00) (b) (6) NOT RELATED
Eastern Time (US & If Not Related to study treat
Canada) ment(s), thisevent is dueto
OTHER
If Other, specify:
bike accident
10. Latest Action Taken with Study Treatment:
Date L ocation ‘ User | Value Reason
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Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6) NOT APPLICABLE

Time (US & Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-20-2020 13:23:21 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Nov-20-2020 13:23:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6) NO

Time (US & Canada)

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

Date L ocation User Value Reason

Dec-07-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

14:11:27 (autoquery)

(UTC-05:00)

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |(b) (4, Data Entry: New Information

14:11:27 (b) (6) RECOVERED/RESOL

(UTC-05:00) VED

Eastern Time (US &

Canada)

Dec-07-2020 ACVOPFEINFP6000 |auto query |Query 1. Opened For AE left scalp

12:26:12 (autoquery) contusion: Response to

(UTC-05:00) "What was the

Eastern Time (US & outcome of this

Canada) adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
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is present.
Nov-20-2020 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
13:23:21 (b) (6) RECOVERING/RESOL
(UTC-05:00) VING
Eastern Time (US &
Canada)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-20-2020 13:23:21 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(b) (6) NO
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Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-15-2021 17:25:02 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (0) (6) Feb/15/2021

Time (US & Canada)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF

Audit Trail History
Form Status. Data Complete, Frozen

Site Name:; (1090) Wake Research Associates, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

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

Date Location User Value Reason
Feb-15-2021 17:25:19 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern () (6) Participant iswilling to retur
Time (US & Canada) n for Vaccination 3

Participant is:

eligible per local/national
recommendations and con
firmed to have received o
nly placebo at Vaccination
1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date Treatment Unblinded :
Date L ocation User Value Reason
Feb-15-2021 17:24:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/15/2021
Time (US & Canada)
2. Primary Reason for Unblinding:
Date L ocation User Value Reason
Feb-15-2021 17:24:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern () (6) ASSESSELIGIBILITY FO
Time (US & Canada) R ADDITIONAL VACCINA

TION
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:05:18 (b) (4), (b) (6) | Feb/26/2021

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1090

Subject No: 10901175

Generated By: = (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION -

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

Site Name:; (1090) Wake Research Associates, LLC

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Consent Was:
Date Location User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
15:05:32 (b) (4), (b) (6) | OBTAINED
(UTC-05:00) Eastern Date Written Consent Ob
Time (US & Canada) tained

Feb/26/2021
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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, Frozen, Verified

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
15:06:04 (b) (4), (b) (6) | Feb/26/2021

(UTC-05:00) Eastern
Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-01-2021 15:06:04 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) | REPEAT SCREENING 1

3. Status:

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:06:04 (b) (4), (b) (6) | COMPLETED

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Frozen, Verified

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-02-2021 10:29:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Mar-02-2021 10:29:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-05:00) Eastern (autocalc) | SERUM

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

10:30:13 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

10:29:55 (autoquery) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Mar-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

10:29:55 (b) (4), (b) (6) | YES

(UTC-05:00) Eastern Date of Callection:

Time (US & Canada)

Feb/26/2021
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1090

Subject No: 10901175

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name; (1090) Wake Research Associates, LLC

Subject Initials; ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

5a

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
10:30:13 (b) (4). (b) (6) | sample|D: BVOFF1

(UTC-05:00) Eastern

Time (US & Canada)

5.a Sample D

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
10:30:13 (b) (4), (b) (6) | BVOFF1

(UTC-05:00) Eastern

Time (US & Canada)

5b

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
10:30:56 (b) (4), (b) (6) | sample|D: BVV2P0O

(UTC-05:00) Eastern

Time (US & Canada)

5.b Sample ID

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
10:30:56 (b) (4), (b) (6) [BVV2PO

(UTC-05:00) Eastern

Time (US & Canada)

5.c

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
10:31:07 (b) (4), (b) (6)

Sample|D: BVV2P1
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

(UTC-05:00) Eastern
Time (US & Canada)

5.c Sample D

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
10:31:07 (b) (4), (b) (6) | BVV2P1

(UTC-05:00) Eastern

Time (US & Canada)

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

eCRF Audit Trail History

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

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

Site No: 1090 Site Name:; (1090) Wake Research Associates, LLC

Subject No: 10901175 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-02-2021 10:29:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Mar-02-2021 10:29:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-05:00) Eastern (autocalc) | NASAL_SWAB

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto

10:29:33 (autoquery) Query

(UTC-05:00) Eastern

Time (US & Canada)

Mar-02-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample

10:29:21 (autoquery) Collected? is

(UTC-05:00) Eastern Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and
correct as
appropriate.

Mar-02-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

10:29:21 (b) (4), (b) 6) |YES

(UTC-05:00) Eastern Date of Callection:

Time (US & Canada)

Feb/26/2021
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

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

Form Status. Data Complete, Frozen, Verified
Site Name; (1090) Wake Research Associates, LLC
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:31

5.a

Date L ocation User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
10:29:33 (b) (4), (b) (6) | sample|D: BVOFF7

(UTC-05:00) Eastern

Time (US & Canada)

5.a Sample D

Date Location User Value Reason
Mar-02-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) Data Entry: Initial Entry
10:29:33 (b) (4), (b) (6) | BVOFF7

(UTC-05:00) Eastern

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1090
Subject No: 10901175
Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:06:48 (b) (4), (b) (6) |NO

(UTC-05:00) Eastern

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4. Dose Date Time:

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:06:48 (b) (4), (b) (6) |Feb/26/2021 14:29

(UTC-05:00) Eastern

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1090

Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:06:48 (b) (4), (b) (6) |LEFT

(UTC-05:00) Eastern

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date Location User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ug

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-01-2021 15:06:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1090
Subject No: 10901175

Generated By:  (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1090) Wake Research Associates, LLC
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:31

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

Date L ocation User Value Reason
Mar-01-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
15:06:48 (b) (4), (b) (6) | YES

(UTC-05:00) Eastern
Time (US & Canada)
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1090
Subject No: 10901175

Generated By: = (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1090) Wake Research Associates, LLC
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:31

Back to Form

1. Subject Status

Date L ocation User Value Reason
Sep-30-2020 15:08:28 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | FOLLOW-UP

Time (US & Canada)

Aug-17-2020 14:45:07 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZE

Time (US & Canada) D

Aug-17-2020 14:18:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED

Time (US & Canada)

2. Subject Status Date

Date L ocation User Value Reason
Sep-30-2020 15:08:28 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/30/2020

Time (US & Canada)

Aug-17-2020 14:45:07 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/13/2020

Time (US & Canada)

Aug-17-2020 14:18:34 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/13/2020

Time (US & Canada)
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail

090177e196ae3d84\Final\Final On: 01-Apr-2021 04:36 (GMT)

History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1090 Site Name: (1090) Wake Research Associates, LLC
Subject No: 10901175 Subject Initials: ---
Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 10:31
Back to Form
1. Casebook Signature
Date L ocation User Value Reason
Sep-16-2020 ACVOPFEINFP6000 |Wayne Data Entry: Initial Entry
15:38:09 Harper Click Here to Enable
(UTC-05:00) Eastern (b) (4)
Time (US & Canada)
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