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Generated Time (GMT): 29-Mar-2021 10:49

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 - 30 JUN 2020
Protocol version
2. | Select appropriate response - STAGE 3 COHORTS
What cohort does the subject
belong to?
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Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/1/2020
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*** Confidential***

Demography
1. | Subject ID [11091084]
2. | Birth Date: (b) (6)/1952
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
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eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/1/2020
2. | Erroneous Visit
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eCRF Audit Trail History

Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion criteria (NO).

Inclusion Criteria

La || Inclusion Number: 1
Criterion Description: Male or femal e participants between the ages of 18 and 55 years, inclusive,
65 and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1A00
only)
Lb |1 1nclusion Number: 2
Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use INO2A00
only)
1.¢ || Inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for
inclusion in the study
Criterion met? YES
Criterion ID: (For Pfizer use INO3A00
only)
1.d |} Inclusion Number: 4

Criterion Description:

Capable of giving personal signed informed consent, which includes

compliance with the requirements and restrictions listed in the ICD and in this

protocol
Criterion met? YES
Criterion ID: (For Pfizer use INO4A00
only)
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Exclusion Criteria

2.2 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation
Criterion met? NO
Criterion ID: (For Pfizer use EX01A00
only)
2b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C
virus (HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use EX02A00
only)
2. || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
allergic reaction (eg, anaphylaxis) to any component of the study
intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EX03A00
only)
2.d || Exclusion Number: 4
Criterion Description: Receipt of medications intended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
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2e

8

Criterion Description:

Immunocompromised individuals with known or suspected
immunodeficiency, as determined by history and/or laboratory/physical
examination

Criterion met? NO
Criterion ID: (For Pfizer use EX08A00
only)
27 || Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that
would, in the opinion of the investigator, contraindicate intramuscul ar
injection
Criterion met? NO
Criterion ID: (For Pfizer use EX10A00
only)
2.9 || Exclusion Number: 1
Criterion Description: Women who are pregnant or breastfeeding
Criterion met? NO
Criterion ID: (For Pfizer use EX11A00
only)
2.0 || Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
21 || Exclusion Number: 13

Criterion Description:

Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids

Criterion met? NO
Criterion ID: (For Pfizer use EX13A01
only)
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2] || Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before
study intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer use EX14A01
only)
2K || Exclusion Number: 16
Criterion Description: Participation in other studies involving study intervention within 28 days
prior to study entry and/or during study participation
Criterion met? NO
Criterion ID: (For Pfizer use EX15A01
only)
21| Exclusion Number: 17
Criterion Description: Previous participation in other studiesinvolving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use EX16A01
only)
2m || Exclusion Number: 22
Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of
the study, site staff otherwise supervised by the investigator, and their
respective family members
Criterion met? NO
Criterion ID: (For Pfizer use EX21A01
only)
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eCRF Audit Trail History

Disposition - Screening

*** Confidential***

1. | Date of Aug/1/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
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eCRF Audit Trail History

Medical History Details

1a || Line/MH Number:

(1]

Disease/Syndrome/Surgery [ALLERGY TO LATEX]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2000
Ongoing: YES

1b Line/MH Number:

(2]

Disease/Syndrome/Surgery [POST MENOPAUSAL]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2010
Ongoing: YES
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*** Confidential***
FDA-CBER-2021-5683-0976114




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/1/2020
2. | Weight: [160.0]
3. | Unit: LB
4. | Height: [69.0]
5. | Unit: in
6. | Body Mass Index: [23.6]
Vital Signs Details
72| Record I dentifier: 1
Temperature: [98.4]
Unit: F
Temperature L ocation: ORAL CAVITY
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Form Status: Data Complete, Locked, Frozen, Verified
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Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis
1. |Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. [ Collection Date: Aug/1/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
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*** Confidential***

Disposition
1. | Randomization Date: Aug/1/2020
2. | Randomization Number: [221302]
3. | Randomization Group: [
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eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/1/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPL6CD]
5b | sample D [BPL6CF]
5C || sampleID [BPL6CG]
5d || sampleID [BPL6CH]
5€ || sampleID [BP3PSP|
5T || sampleID [BP3PSR]
59 || sample 1D [BP3PSS]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/1/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:;
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BP3PST]
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Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. [ DoseDate Time: Aug/1/2020 10:21
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?

Page 16 of 242
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eCRF Audit Trail History

Reactogenicity Diary

1.

Select appropriate response -
Reactogenicity diary collection

YES- REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

*** Confidential***
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eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/21/2020
2. | Erroneous Visit
Page 18 of 242
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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
completed?

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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

NO

2.d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

*** Confidential***
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Generated Time (GMT): 29-Mar-2021 10:49

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 NO
symptoms present on the last
day the Subject Diary was
completed?
2h Symptom: NEW OR WORSENED JOINT PAIN
Were fever or systemic NO
symptoms present on the last
day the Subject Diary was
completed?
3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
5a| | Injection Site Reaction: REDNESS
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5b | Injection Site Reaction: SWELLING
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
5. Injection Site Reaction: PAIN AT INJECTION SITE
Were injection site reactions NO
present on the last day the
Subject Diary was completed?
Page 20 of 242
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eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/21/2020
Vital Signs Details
22| | Record Identifier: 1
Temperature: [98.1]
Unit: F
Temperature L ocation: ORAL CAVITY
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Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis
1. |Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. [ Collection Date: Aug/21/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 22 of 242
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Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:;
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPXSZX]
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO

vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. [ DoseDate Time: Aug/21/2020 14:37
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [
9. | Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/18/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES

Form Status:. Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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
completed?

NO

2b

Symptom:

FATIGUE

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

NO

2.c

Symptom:

HEADACHE

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

NO

2.d

Symptom:

CHILLS

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

NO

2.e

Symptom:

VOMITING

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

NO

Page 26 of 242
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Header Text: c4591001
Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMS DIARY - SYMPTOM

RESOLVED DATES

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

2f

Symptom:

DIARRHEA

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

NO

29

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

Injection Site L ocation:

DELTOID MUSCLE

Injection Site Body Side:

RIGHT

Injection Site Reaction:

REDNESS

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

NO

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 Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/18/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5.2 || sample ID [BPXTZL]
5b | sample D [BMNHO8]
5 || sample D [BMNHO7]
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Visit

Form Version: 20-Feb-2021 02:17
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Signsand Symptoms

1. | Date of Assessment:

1

2. | Date of First Symptom Started:

1

3. | Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text:
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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 aiquot.

5. Sample 1D

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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 aiquot.

5. Sample 1D
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Header Text: c4591001

Visit

Form Version: 20-Feb-2021 02:19
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Form: HEALTH CARE UTILIZATION

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Health Care Utilization

1 Physician or Healthcare

Professional;

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Form: ILLNESS DETAILS

Visit

Form Version: 06-Jul-2020 21:52
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

IlIness Details

1. | Category of Clinical Event:

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

3. | Toxicity Grade:

Page 34 of 242
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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 aiquot.

5. Sample 1D
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit 1!

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Unplanned Assessments

1. [ Assessments
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Header Text: ¢4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Sep/18/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Disposition - Follow-Up

1.

Date of
Compl etion/Discontinuation
/Death :

1

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1. | Date of Visit

1

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 Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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 aiquot.

5. Sample 1D
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Header Text: c4591001
Vigit: Logs

SiteNo: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

*** Confidential***

AE Ide Isthe Adverse Eve | Form Instan
# | Category ntifier Adverse Event Start Date nt Still Ongoing ce
1. |ADVERS |1 LEFT MIDDLE FINGER PIP TENDER | Aug/1/2020 | NO Repeating
E EVENT NESS 14:00 End Date Time; Pages
Aug/28/2020 U
NK:UNK
2. |ADVERS |2 REGIONALLY ADVANCED MELAN | Nov/26/2020 | YES Repeating
E EVENT OMA OF THE RIGHT INGUINAL AR | UNK:UNK Pages
EA
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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)

[LEFT MIDDLE FINGER PIP TENDERNESS]

Start Date Time:

Aug/1/2020 14:00

Isthe adverse event still ongoing?

NO

End Date Time:
Aug/28/2020 UNK:UNK

Toxicity Grade:

Is the 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; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

Isthis adverse event the result of a
study Medication Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO
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*** Confidential***

Header Text: c4591001
Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
9. [Isthisevent related to study NOT RELATED

treatment: If Not Related to study treatment(s), this event is due to:

OTHER
If Other, specify:
[osteoarthritis possibly tendonitis or age]

10. | Latest Action Taken with Study NOT APPLICABLE

Treatment:
11. | Was a Concomitant Medication NO

given?
12. [ Was aNon-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 Number: | []

For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [REGIONALLY ADVANCED MELANOMA OF THE RIGHT INGUINAL
(If possible specify diagnosis, not | AREA]
individual symptoms)
4. | Start Date Time: Nov/26/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | YES
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) . . Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e S.tl ng .hospltal Ization; Persistent Did this serious event require or prolong hospitalization?
or significant NO
disability/incapacity; Congenital
anomaly/birth defect; Important Did thi _ It . anifi
medical event (i.e. may jeopardize d_lsal;_ |I'S s/t_anous ever;t result in persistent or significant
subject and may require Isability/incapacity’
medical/surgical intervention to NG
prevent above outcomes). o _ _
Isthis serious event life threatening?
YES
Other medically important serious event
NO
8. | Isthis adverse event the result of a | NO
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.
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*** Confidential***

Header Text: c4591001
Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
9. [Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Melanomal
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment YES
given?
13. | What was the outcome of this NOT RECOVERED/NOT RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from
the study?
15. | Serious Adverse Event Number: | [2021081915]
For Pfizer Use Only
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Header Text: c4591001
Vigit: Logs
Form Version: 17-Jul-2020 21:54

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: MEDICATION ERROR

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

4 Catego | Medication E | Start D | Isthemedication error Still | Study Medication Errors | Form Instanc
ry rror ate Ongoing Action e
1. Repeating
Pages
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

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. [ Was this medication error
associated with any adverse
events?

10. | Serious Adverse Event Number:

For Pfizer Use Only

[]

*** Confidential***
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Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Start D | Form Instanc
dentifier dication Pre-specified cation ate e
1. Repeating
Pages
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Header Text: c4591001
Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Concomitant M edications

1.

What is the medication identifier?

2.

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).

[]

Date:

1

*** Confidential***
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Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

4 Sponsor-Defined | Category for M | Concomitant Medications | Name of Med | Dose Descr | Form Instanc
I dentifier edication Pre-specified ication iption e
1. Repeating
Pages
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Header Text: c4591001
Vidit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
Concomitant M edications
1. | What is the medication identifier? |[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [
Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs
Form Version:
Site No: 1109

22-Apr-2020 21:02

Subject No: 11091084

Form: RADIATION TREATMENT

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
4 Categor | Treatment I dentifi | Con Non-Drug Tr_eatments Pre-speci | Treatmen | Start Dat Form I nstance
y er fied t e
1. Repeating
Pages
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084

Generated By:

(b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Radiation Treatment

1.

Category:

2.

What is the treatment |dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?

*** Confidential***
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: TRANSFUSIONS

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
Page 56 of 242
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

I

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled  Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

SiteNo: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:16

Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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: 20-Feb-2021 02:14
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Lab Urinalysis

1. | Lab Panel:

Lab Sub-Panel:

1

2
3. | Collection Date:
4

Laboratory Name and Address
(Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID: [
Test:
Result:
Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled  Form: VACCINATION
Form Version: 10-Dec-2020 02:26
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Vaccination

1.

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

"

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

|l (N ||~ WD

Unit:

=
©

Timeframe Subject Was Observed

[y
[N

. | 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: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Form Version: 10-Oct-2020 16:01
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Visit: Unplanned Vaccination - Unscheduled  Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

SiteNo: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/28/2020
2. | Erroneous Visit
Page 64 of 242
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Further Vaccination Confirmation

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

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

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Dec/31/2020
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Dec/31/2020
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Comments

Inclusion Criteria Not M et

1| Descri ption of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria M et
2. || Descri ption of Exclusion Not Applicable
Criterion Met
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Dec/31/2020
Completion/Discontinuation
/Degth :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Lab Urinalysis
1. |Lab Pand: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Dec/31/2020
4. | Laboratory Name and Address [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2 || sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result:
Not Done: NOT DONE
Page 70 of 242
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/31/2020
4. | If no sample was collected or []
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5.2 || sample ID [BR7Y33]
5b | sample D [BSGWTJ]
5 || sample D [BSGWTK]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Dec/31/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:;
Aliquot
Please enter barcode for each aliquot.
52|/ sample D [BR7Y2Y]
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Header Text: c4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Dec/31/2020 09:57
5. | Anatomical Location: DELTOID MUSCLE
6. [ Body Side: RIGHT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Treatment Unblinded

1.

Date Treatment Unblinded :

Dec/31/2020

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 10:49

Death Details

1. | Date of Collection / Notification
of Death:

1

Cause of Death

2. || Cause of Death Status:

Cause of Death:
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/18/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Form Comments
eCRF Audit Trail History

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

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/18/2021
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:;
Aliquot
Please enter barcode for each aliquot.
52|/ sample D [BRGKNC]
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of
vaccination?

YES

Date of First Delay:
Jan/16/2021

Reason(s) for Temporary Delay of Vaccination
RECENT SYSTEMIC CORTICOSTEROID TREATMENT

2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/18/2021 09:28
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES

least the protocol specified

observation period after

investigational product

administration?
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date of Visit

1.

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Disposition - Treatment

1.

Date of
Completion/Discontinuation
/Death :

1

Phase of Disposition:

Status:

Specify Status:

[]

*** Confidential***
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

eCRF Audit Trail History

Subject Status

1. | Subject Status FOLLOW-UP

2. | Subject Status Date Sep/18/2020
Page 88 of 242

*** Confidential***
FDA-CBER-2021-5683-0976192




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Vigit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Audit Tralil

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

e CRF_Sign

Name Signature Date Type Action
M eaning

Bruce Rankin | Approved Mar-09-2021 11:53:13 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)
Affidavit:

By my dated signature below, |, BruceRankin, 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.

To this | do attest by supplying my user name and password and clicking the button marked Submit below.
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Form Version: 10-Dec-2020 02:30
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Header Text: c4591001
Visit: V101 VAX3

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER

VACCINATION - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

*** Confidential***

Item | Date User Comment
Form | Dec-31-2020 11:53:21 (UTC-05:00) Eastern | /(b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item | Date User Comment
Form | Feb-18-2021 13:03:07 (UTC-05:00) Eastern | /(b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

1

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

2

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

3

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

4

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

5

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

6.a

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

6.a

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Item

Date

User

Comment

6.a

Feb-18-2021 13:03:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

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
M eaning
Bruce Rankin | Approved Mar-09-2021 11:53:13 (UTC-05:00) Eastern | BOOK Signed
Time (US & Canada)
Affidavit:

By my dated signature below, |, BruceRankin, 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 Feb-09-2021 16:57:24 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin | Approved Feb-03-2021 14:13:37 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, 1, BruceRankin, 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 isto 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 Jan-29-2021 18:12:53 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A

Page 101 of 242

*** Confidential***

FDA-CBER-2021-5683-0976205




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

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

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Bruce Rankin | Approved Jan-20-2021 13:13:24 (UTC-05:00) Eastern BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, BruceRankin, 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 bel ow.

(b) (6) N/A Dec-31-2020 11:52:12 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin | Approved Oct-08-2020 09:40:43 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, BruceRankin, 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 Sep-22-2020 12:58:39 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin | Approved Sep-18-2020 17:54:53 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Signed, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Affidavit:

By my dated signature below, |, BruceRankin, 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 Sep-18-2020 16:55:43 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Bruce Rankin | Approved Sep-14-2020 12:54:05 (UTC-05:00) Eastern | BOOK Signed

Time (US & Canada)

Affidavit:
By my dated signature below, |, BruceRankin, 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: 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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject I nitials: -

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-01-2020 13:55:10 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 30 JUN 2020

Time (US & Canada) (b) (6)

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

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Date L ocation User Value Reason
Aug-01-2020 13:55:10 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), STAGE 3 COHORTS
Time (US & Canada) ®) (6)
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Header Text: c4591001

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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Aug-01-2020 13:55:16 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), OBTAINED
Time (US & Canada) (b) (6 Date Written Consent Obtaine

d

Aug/1/2020
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Header Text: c4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1109
Subject No: 11091084
Generated By:

(b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject ID

Date L ocation User Value Reason

Aug-01-2020 13:54:56 | ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from

(UTC-05:00) Eastern (autocalc) | 11091084 previous form

Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason

Aug-01-2020 13:22:48 | ACVOPFEINFP6000 |autocac |DataEntry: Enrollment Entry

(UTC-05:00) Eastern (autocalc) |(b) (6)/1952

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason

Aug-28-2020 02:53:14 | ACVOPFEINFPE000 |/(b) (4), Query 2: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Aug-27-2020 15:22:51 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Aug-27-2020 15:22:51 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Changed

(UTC-05:00) Eastern FEMALE Information

Time (US & Canada)

Aug-21-2020 09:43:54 | ACVOPFEINFP6000 | (b) Query 2: Opened IVRS Recon

(UTC-05:00) Eastern 4, Requery: Thereisa

Time (US & Canada) ) (& mismatch between
the sex reported in
InForm (Male) and
the sex report in
IMPALA (Female).
Please review and
reconcile.

Aug-06-2020 05:18:02 | ACVOPFEINFPE000 || (b) (4), Query 1. Closed data updated

(UTC-05:00) Eastern

(b) (6)
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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

*** Confidential***

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada) (b) (4), (b) (6)

Aug-05-2020 11:44:27 | ACVOPFEINFPG000 | auto query Query 1. Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-05-2020 11:44:27 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (6) MALE

Time (US & Canada)

Aug-05-2020 09:40:56 | ACVOPFEINFP6000 |- () Query 1. Opened IVRS

(UTC-05:00) Eastern (b()4%'6) Reconciliation:

Time (US & Canada) Thereisa
mismatch between
the sex reported in
InForm (Female)
and the sex report
inIMPALA
(Male). Please
review and
reconcile.

Aug-01-2020 13:57:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern FEMALE

Time (US & Canada)

4. Ethnicity:

Date L ocation User Value Reason

Aug-01-2020 13:57:12 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), NOT HISPANIC OR LATINO(

Time (US & Canada) (b) 6 A) OR OF SPANISH ORIGIN

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

Date L ocation User Value Reason

Aug-01-2020 13:57:12 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), WHITE

Time (US & Canada) ) 6
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-01-2020 13:57:22 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/1/2020

Time (US & Canada) (b) (6
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Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)! |nc|u 1
Time (US & Canada) ) (& sion
Num
ber:
Crite Maleor female particip
rion ants between the ageso
Descr f 18 and 55 years, inclu
iption sive, 65 and 85 years, i
nclusive, or 18 and 85y
ears, inclusive, at rando
mization (dependent up
on study stage)
Crite YES
rion
met?:
Crite INO1AOO
rion |
D: (F
or Pfi
zer us
eonly
):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) ) 6
1.a Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Eastern (b) (4), Male or female participants bet

Time (US & Canada) (b) (6) ween the ages of 18 and 55 yea

rs, inclusive, 65 and 85 years, i
nclusive, or 18 and 85 years, in
clusive, at randomization (depe

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

ndent upon study stage)
l.a Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6)
1l.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO1AOO
Time (US & Canada) (b) (6)
1b
Date Location User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Inclus 2
Time (US & Canada) ®) (6 ion N

umbe

r:

Criter Participants who are wi

ion De lling and able to compl

scripti y with all scheduled vi

on:  dits, vaccination plan, |
aboratory tests, lifestyl
e considerations, and o
ther study procedures

Criter YES

ion m

et?:
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Header Text: c4591001
Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Criter INO2A0O
ion 1D
. (For
Pfizer
useon
ly):

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 2

Time (US & Canada) (b) (6

1.b Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Participants who are willing an

Time (US & Canada) ) 6 d able to comply with all sched

uled visits, vaccination plan, la
boratory tests, lifestyle consider
ations, and other study procedu

res
1.b Criterion met?

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) ) 6

1.b Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO2A00

Time (US & Canada) ®) (6

1lc
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)’ |nc|us 3
Time (US & Canada) (b) (6) ion N

umbe

r:

Criter Healthy participants w

ion D ho are determined by

escrip medical history, physic

tion: & examination, and cli
nical judgment of thei
nvestigator to be eligibl
eforinclusioninthe st
udy

Criter YES

ionm

et?:

Criter INO3A00

ionID

: (For

Pfizer

useon

ly):
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3

Time (US & Canada) (b) (6

1.c Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Healthy participants who are de

Time (US & Canada) ®) (6 termined by medical history, ph

ysical examination, and clinical
judgment of the investigator to
be eligible for inclusioninthe s

tudy
1.c Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) ) 6
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, INO3AQO
Time (US & Canada) ®) (6
1d
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Inclus 4
Time (US & Canada) (b) (6 ion N

umbe

r:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Criter Capable of giving pers

ion De onal signed informed ¢

scripti onsent, which includes

on:  compliance with there
quirements and restrict
ionslistedinthe ICD a
nd in this protocol

Criter YES

ionm

et?:

Criter INO4AQ0

ion 1D

. (For

Pfizer

useon

ly):
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 4

Time (US & Canada) (e

1.d Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Capable of giving personal sign

Time (US & Canada) ®) (6 ed informed consent, which inc

ludes compliance with the requi
rements and restrictions listed i
n the ICD and in this protocol

1.d Criterion met?

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), YES

Time (US & Canada) (b) (6)

1.d Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), INO4A00
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Exclu 1
Time (US & Canada) (b) (6 sion

Numb

er:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Criter Other medical or psych
ion D iatric conditionincl. re
escrip cent (within past year)

tion: or active suicidal ideati

on/behavior/lab abnor
mality that may increas
etherisk of study parti
cipation
Criter NO
ionm
et?:
Criter EX01A00
ion |
D: (F
or Pfi
Zer us
eonly
):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) ®) (6
2.a Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Other medical or psychiatric co
Time (US & Canada) (0) (6) ndition incl. recent (within past
year) or active suicidal ideation
/behavior/lab abnormality that
may increase the risk of study p
articipation
2.a Criterion met?
Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX01A00
Time (US & Canada) (b) (6)
2b
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)! Exclus 2
Time (US & Canada) (b) (6) on Nu

mber:

Criteri Known infection with

on Desc human immunodefici

ription: ency virus (HIV), hep
atitis C virus (HCV),
or hepatitis B virus (
HBV)

Criteri NO

on met

?:

Criteri EX02A00

on ID: (

For Pfi

zer use

only):

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 2
Time (US & Canada) ®) (6
2.b Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF Known infection with human i
Time (US & Canada) ®) (6 mmunodeficiency virus (HIV),

hepatitis C virus (HCV), or hep

atitis B virus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) ) 6
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX02A00
Time (US & Canada) ®) (6
2.c
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Exclu 3
Time (US & Canada) (b) (6 son N

umbe

r:
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Criter History of severe adver

ion De se reaction associated

scripti with avaccine and/or s

on:  everealergicreaction
(eg, anaphylaxis) to an
y component of the stu
dy intervention(s)

Criter NO

ionm

et?:

Criter EX03A00

ionID

. (For

Pfizer

useon

ly):
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 3
Time (US & Canada) ®) (6
2.c Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF History of severe adverse reacti
Time (US & Canada) ®) (6 on associated with avaccine an

d/or severe alergic reaction (eg

, anaphylaxis) to any componen

t of the study intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2.c Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EXO03A00
Time (US & Canada) (b) (6)
2.d
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-OSOO) Eastern (4)! Excluson 4
Time (US & Canada) (b) (6 Number:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:27

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Criterion D Receipt of medic

Time (US & Canada)

(b) (6

escription:  ationsintended to
prevent COVID-
19

Criterion m NO

et?:

Criterion1 EX04A00

D: (For Pfi

zer use only

):
2.d Exclusion Number:
Date Location User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 4
Time (US & Canada) ®) (6
2.d Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Receipt of medications intende
Time (US & Canada) () 6 d to prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6
2.d Criterion I1D: (For Pfizer use only)
Date Location User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX04A00

2.e
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Exclus 8
Time (US & Canada) (b) (6) ion Nu

mber:

Criteri Immunocompromised

on Des individuals with know

criptio n or suspected immun

n: odeficiency, as determi
ned by history and/or |
aboratory/physical exa
mination

Criteri NO

on met

2

Criteri EX08A00

on ID:

(For P

fizer u

seonly

):

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Page 122 of 242

*** Confidential***
FDA-CBER-2021-5683-0976226




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 8

Time (US & Canada) (b) (6

2.e Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF Immunocompromised individu

Time (US & Canada) ®) (6 als with known or suspected im

munodeficiency, as determined
by history and/or laboratory/ph
ysical examination

2.e Criterion met?

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), NO

Time (US & Canada) (b) (6)

2.eCriterion I1D: (For Pfizer use only)

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX08AQ0
Time (US & Canada) (b) (6)
2f
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Exclus 10
Time (US & Canada) (b) (6 ion Nu

mber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Criter Bleeding diathesisor ¢

ion De ondition associated wit

scripti h prolonged bleeding t

on: hat would, in the opini
on of theinvestigator,
contraindicate intramu
scular injection

Criter NO

ion me

t?:

Criter EX10A00

ionID

. (For

Pfizer

useon

ly):
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Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

2.f Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 10
Time (US & Canada) ®) (6
2.f Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF Bleeding diathesis or condition
Time (US & Canada) ®) (6 associated with prolonged blee

ding that would, in the opinion

of the investigator, contraindica

te intramuscular injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2.f Criterion 1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX10A00
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Exclusion Nu 11
Time (US & Canada) (b) (6 mber:

Criterion De Women who ar

scription: e pregnant or br

eastfeeding
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Criterion me NO

1?2

Criterion ID: EX11A00

(For Pfizer u

seonly):
2.g Exclusion Number:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 11
Time (US & Canada) () 6
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Women who are pregnant or br
Time (US & Canada) (b) (6 eastfeeding
2.g Criterion met?
Date Location User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) ®) (6
2.g Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX11A00
Time (US & Canada) (b) (6)
2h
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)’ Exclusion N 12
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

umber:

Criterion D Previous vaccina

escription:  tion with any cor

onavirus vaccine

Criterion m NO

et?:

Criterion| EX12A00

D: (For Pfiz

er useonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 12
Time (US & Canada) () 6
2.h Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Previous vaccination with any ¢
Time (US & Canada) ®) (6 oronavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) ) 6
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX12A00
Time (US & Canada) (b) (6
2.
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)’ Exc| us' 13
Time (US& Canada) (b) (6) on Num

ber:

Criterio Subjectswho receive

n Descri immunosuppressive t

ption:  herapy, such as cytot
oxic agents or syste
mic corticosteroids

Criterio NO

n met?:

Criterio EX13A01

niD: (F

or Pfize

r useon

ly):
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 13

Time (US & Canada) (b) (6

2.i Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Subjects who receive immunos
Time (US & Canada) ®) (6 uppressive therapy, such as cyt

otoxic agents or systemic cortic

osteroids

2.i Criterion met?

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), NO

Time (US & Canada) ) 6

2.i Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), EX13A01
Time (US & Canada) ®) (6
2
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Exclus 15
Time (US & Canada) (b) (6 ion Nu

mber:

Page 129 of 242

*** Confidential***

FDA-CBER-2021-5683-0976233



090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Criter Receipt of blood/plas

ion De ma products or immun

scripti oglobulin, from 60 day

on: sbefore study interven
tion administration or
planned receipt throug
hout the study

Criter NO

ion me

t?

Criter EX14A01

ion ID

. (For

Pfizer

useon

ly):
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 15

Time (US & Canada) (b) (6

2.j Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Receipt of blood/plasma produc

Time (US & Canada) ®) (6 ts or immunoglobulin, from 60

days before study intervention a
dministration or planned receipt

throughout the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2.j Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX14A01

Time (US & Canada) (b) (6)
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

2.k

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)! Exclus 16

Time (US & Canada) (b) (6 on Nu

mber :

Criteri Participation in other

on Des studiesinvolving stud

criptio y intervention within

n: 28 days prior to study
entry and/or during st
udy participation

Criteri NO

on met

?:

Criteri EX15A01

on|D:

(For Pf

izer us

eonly)
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Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @, 16

Time (US & Canada) (b) (6

2.k Criterion Description:

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Participation in other studiesin
Time (US & Canada) ) 6 volving study intervention with

in 28 days prior to study entry

and/or during study participatio
n

2.k Criterion met?

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), NO

Time (US & Canada) () 6

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX15A01
Time (US & Canada) ®) (6
2.1
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Exclusio 17
Time (US & Canada) () 6 n Numb

er:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Criterio Previous participatio

n Descri nin other studiesin

ption:  volving study interv
ention containing lip
id nanoparticles

Criterio NO

n met?:

Criterio EX16A01

niD: (F

or Pfize

r useonl

y):
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Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:27

Visit: V1_DAY1 VAX1 L

History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.1 Exclusion Number:

*** Confidential***

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @, 17
Time (US & Canada) ®) (6
2.1 Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Previous participation in other
Time (US & Canada) ) 6 studiesinvolving study interve

ntion containing lipid nanoparti

cles
2.| Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2.1 Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX16A01
Time (US & Canada) ®) (6
2.m
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Exclu 22
Time (US & Canada) (b) (6) sion

Num

ber:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Crite Investigator site staff o

rion r Pfizer employeesdire

Descr ctly involved in the con

iption duct of the study, site st

: aff otherwise supervise
d by theinvestigator, a
nd their respective fam
ily members

Crite NO

rion

met?:

Crite EX21A01

rion |

D: (F

or Pfi

Zer us

eonly

):
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Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.m Exclusion Number:

Time (US & Canada)

(b) (6

Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 22
Time (US & Canada) ®) (6
2.m Criterion Description:
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Investigator site staff or Pfizer
Time (US & Canada) ) 6 employees directly involved in

the conduct of the study, site st

aff otherwise supervised by the

investigator, and their respectiv

e family members
2.m Criterion met?
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) () 6
2.m Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-01-2020 13:57:51 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, EX21A01

*** Confidential***
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-01-2020 13:58:16 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/1/2020

Time (US & Canada) (b) (6

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-01-2020 13:58:16 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Aug-01-2020 13:58:16 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED

Time (US & Canada) ®) (6)
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Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

la
Date L ocation User Value Reason
Aug-01-2020 14:00:01 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH Num 1
Time (US & Canada) ber:

Medical Histor ALLERGY TO

y Term: LATEX

Start Date: UNK/UNK/20

00

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-01-2020 14:00:01 | ACVOPFEINFP6000 |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-01-2020 14:00:01 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), ALLERGY TO LATEX
Time (US & Canada) (b) (6)
1l.a Start Date:
Date L ocation User Value Reason
Aug-13-2020 14:40:06 | ACVOPFEINFP6000 |  (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Aug-12-2020 15:15:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Answered Original valueis
(UTC-05:00) Eastern correct
Time (US & Canada)
Aug-12-2020 14:16:51 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened Please confirm
(UTC-05:00) Eastern start date (CRA

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada) could not locate in
Source).

Aug-01-2020 14:00:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern UNK/UNK/2000
Time (US & Canada)
1.a Ongoing:
Date L ocation User Value Reason
Aug-01-2020 14:00:01 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) ) (6)
1b
Date User Value Reason
Aug-01-2020 14:02:17 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | LineeMH Num 2
Time (US & Canada) ber:

Medical Histor POST MENOP

y Term: AUSAL

Start Date: UNK/UNK/20

10
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

1.bLine/MH Number:

Date L ocation User Value Reason

Aug-01-2020 14:02:17 | 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-19-2020 22:16:44 | ACVOPFEINFP6000 || (b) (4), (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Aug-18-2020 11:12:29 | ACVOPFEINFP6000 | (b) Query 1: Answered this patient is

(UTC-05:00) Eastern 4), female will update

Time (US & Canada) (®) (6) inIMPALA

Aug-17-2020 21:15:59 | ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened subject islisted to

(UTC-05:00) Eastern (6) be post

Time (US & Canada) menopausal,
however, subject is
male. please
review and update
as appropriate

Aug-01-2020 14:02:17 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4), POST MENOPAUSAL

Time (US & Canada) () (6

1.b Start Date:

Date L ocation User Value Reason

Aug-01-2020 14:02:17 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, UNK/UNK/2010

Time (US & Canada) ®) (6

1.b Ongoing:

Date L ocation User Value Reason

Aug-01-2020 14:02:17 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (0) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/1/2020

Time (US & Canada) (b) (6

2. Weight:

Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 160.0

Time (US & Canada) ®) (6

3. Unit:

Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), LB

Time (US & Canada) () (6)

4. Height:

Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 69.0

Time (US & Canada) (b) (6)

5. Unit:

Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), in

Time (US & Canada) ®) (6

6. Body Mass | ndex:

Date L ocation | User | Value Reason
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (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

*** Confidential***

FDA-CBER-2021-5683-0976247

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-01-2020 14:01:05 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 23.6
Time (US & Canada)
7.a
Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Record Identifie 1
Time (US & Canada) () 6 [

Temperature: 98.4

Temperature Uni F

t:

TemperatureLo ORAL CA

cation:: VITY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) ®) (6
7.a Temperature:
Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 98.4
Time (US & Canada) ) 6
7.aUnit:
Date L ocation User Value Reason
Aug-01-2020 14:01:05 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), F
Time (US & Canada) (b) (6
7.a Temperature Location:
Date L ocation User Value Reason
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Vigt: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084
Generated By: | (b) (4)

Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:49

Aug-01-2020 14:01:05 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), ORAL CAVITY
Time (US & Canada) (0) (6)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091084

Generated By: | (b) (4)

History

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Aug-01-2020 14:01:55 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Lab Sub-Pand!:

Date L ocation User Value Reason

Aug-01-2020 14:01:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Collection Date:

Date Location User Value Reason

Aug-01-2020 14:01:55 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Aug/1/2020

Time (US & Canada) () 6

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Aug-01-2020 14:01:55 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason

Aug-01-2020 14:01:55 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

6.a

Date Location User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-01-2020 14:01:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defi 113
Time (US & Canada) ned | dentifier

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor 1D:
Date L ocation User Value Reason
Aug-01-2020 14:01:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-01-2020 14:01:55 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Choriogonadotropin Beta PX1
Time (US & Canada) (b) 6 13
6.a Not Done:
Date L ocation User Value Reason
Aug-01-2020 14:01:55 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT DONE
Time (US & Canada) ®) (6)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-01-2020 14:02:26 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/1/2020

Time (US & Canada) (b) (6

2. Randomization Number:

Date L ocation User Value Reason
Aug-01-2020 14:02:42 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 221302

Time (US & Canada) ®) (6

*** Confidential***
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By:

(b) (4)

- eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-01-2020 14:02:50 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-01-2020 14:02:50 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-01-2020 15:55:46 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-01-2020 14:02:50 | ACVOPFEINFP6000 |auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-01-2020 14:02:50 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, YES

Time (US & Canada) (b) 6 Date of Collection:

Aug/1/2020
5a
Date L ocation User Value Reason
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Aug-01-2020 15:55:46 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (0) (6) Sample |D: BPL6CD

Time (US & Canada)

5.a Sample 1D

Date L ocation User Value Reason

Aug-01-2020 15:55:46 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BPL6CD

Time (US & Canada) (b) (6)

5.b

Date L ocation User Value Reason

Aug-01-2020 15:55:58 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample |D: BPL6CF

Time (US & Canada) (b) (6)

5.b Sample 1D

Date L ocation User Value Reason

Aug-01-2020 15:55:58 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BPL6CF

Time (US & Canada) (b) (6)

5.c

Date L ocation User Value Reason

Aug-01-2020 15:56:15 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Sample ID: BPL6CG

Time (US & Canada) (b) (6)

5.c Sample D

Date L ocation User Value Reason

Aug-01-2020 15:56:15 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), BPL6CG

Time (US & Canada) (b) (6)

5.d
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Aug-01-2020 15:56:29 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @, Sample ID: BPL6CH

Time (US & Canada) (b) (6)

5.d Sample ID

Date L ocation User Value Reason
Aug-01-2020 15:56:29 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPL6CH

Time (US & Canada) (b) (6

5.e

Date L ocation User Value Reason
Aug-03-2020 17:36:13 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BP3PSP

Time (US & Canada)

5.e SampleID

Date L ocation User Value Reason
Aug-03-2020 17:36:13 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP3PSP

Time (US & Canada)

5.f

Date L ocation User Value Reason
Aug-03-2020 17:36:30 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample ID: BP3PSR

Time (US & Canada)

5.f Sample D

Date L ocation User Value Reason
Aug-03-2020 17:36:30 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP3PSR

Time (US & Canada)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.0

Date L ocation User Value Reason
Aug-03-2020 17:36:40 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BP3PSS

Time (US & Canada)

5.9 SampleID

Date L ocation User Value Reason
Aug-03-2020 17:36:40 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP3PSS

Time (US & Canada)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By:

(b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-01-2020 14:03:01 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-01-2020 14:03:01 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-03-2020 17:15:45 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-01-2020 14:03:01 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-01-2020 14:03:01 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, YES

Time (US & Canada) (b) 6 Date of Collection:

Aug/1/2020
5a
Date L ocation User Value Reason
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Aug-03-2020 17:15:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sample | D: BP3PST

Time (US & Canada)

5.a Sample 1D

Date L ocation User Value Reason
Aug-03-2020 17:15:45 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) BP3PST

Time (US & Canada)

*** Confidential***
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Aug-01-2020 14:03:25 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6

2. Treatment Name

Date L ocation User Value Reason

Aug-01-2020 14:03:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason

Aug-01-2020 14:03:25 | 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-01-2020 14:03:25 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Aug/1/2020 10:21

Time (US & Canada) (b) (6)

5. Anatomical Location:

Date L ocation User Value Reason

Aug-01-2020 14:03:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Page 154 of 242

*** Confidential***

FDA-CBER-2021-5683-0976258




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Aug-01-2020 14:03:25 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, LEFT

Time (US & Canada) (b) (6)

7. Route:

Date L ocation User Value Reason
Aug-01-2020 14:03:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-01-2020 14:03:25 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) 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-01-2020 14:03:25 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-01-2020 14:04:31 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES- REACTOGENICITY E-
Time (US & Canada) (b) (6) DIARY COLLECTED FOR T

HIS SUBJECT

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Page 156 of 242

*** Confidential***
FDA-CBER-2021-5683-0976260




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-21-2020 15:31:07 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @), Aug/21/2020

Time (US & Canada)

(b) (6

*** Confidential***
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

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
Aug-21-2020 15:31:31 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom:: FE
Time (US & Canada) e VE
R

Werefever or systemicsy N

mptoms present on thela O

st day the Subject Diary

was completed?:
2.a Symptom:
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), FEVER
Time (US & Canada) (0) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.b
Date Location User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 |(0) (4), (b) (6) | Data Entry: Initial Entry
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

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

Symptom:: FA
T
GU
E

Werefever or systemics NO

ymptoms present on the

last day the Subject Diar

y was completed?:

Werefever or systemic NO
symptoms present on th
elast day the Subject Di
ary was completed?:

2.b Symptom:
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FATIGUE
Time (US & Canada) (b) (6)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.c
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom:: HE
Time (US & Canada) e AD

AC

HE
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.c Symptom:
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), HEADACHE
Time (US & Canada) (b) (6)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
2d
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom:: CH
Time (US & Canada) O IL
LS

Werefever or systemics N

ymptoms present on thel O

ast day the Subject Diary

was completed?:
2.d Symptom:
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), CHILLS
Time (US & Canada) (b) (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Vigt: 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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
2.e
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC'OSOO) Eastern (4)1 wmptom VO
Time (US & Canada) () (6 MIT
ING

Werefever or systemic NO
symptoms present on th
elast day the Subject Di

ary was completed?:

2.e Symptom:

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, VOMITING

Time (US & Canada) () (6)

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

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2f
Date Location User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
Time (US & Canada) ®) (6 RR

HE

A

Werefever or systemic s NO
ymptoms present on the

last day the Subject Dia

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

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.f Symptom:
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, DIARRHEA
Time (US & Canada) (b) (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) (b) (6)
29
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
Time (US & Canada) (0) (6) WORSE

NED MU

SCLE PA

IN

Werefever or syste NO
mic symptoms pres

ent on thelast day

the Subject Diary

was completed?:
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Header Text: c4591001

Vigt: 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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.9 Symptom:

Date L ocation User Value Reason

Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, NEW OR WORSENED MUSC

Time (US & Canada) (b) (6) LE PAIN

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

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.h
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
Time (US & Canada) (b) (6) R WOR

SENED

JOINT P

AIN

Werefever or syste NO
mic symptoms pres

ent on thelast day t

he Subject Diary w
ascompleted?:
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

2.h Symptom:

Date L ocation User Value Reason

Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, NEW OR WORSENED JOINT

Time (US & Canada) (b) (6) PAIN

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

Date L ocation User Value Reason

Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, NO

Time (US & Canada) (b) (6)

3. Injection Site Location:

Date L ocation User Value Reason

Aug-21-2020 15:31:31 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

4. I njection Site Body Side:

Date L ocation User Value Reason

Sep-10-2020 10:23:17 | ACVOPFEINFPE000 | (b) (4), Query 3: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Sep-10-2020 02:58:14 | ACVOPFEINFPE000 |/(b) (4), Query 4: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Sep-09-2020 09:15:34 | ACVOPFEINFP6000 | auto query Query 4: Answered Answer Auto

(UTC-05:00) Eastern (autoquery) Query

Time (US & Canada)

Sep-09-2020 09:15:34 | ACVOPFEINFP6E000 |(b) (4), (b) (6) | DataEntry: Changed

(UTC-05:00) Eastern LEFT Information

Time (US & Canada)

Sep-09-2020 06:35:11 | ACVOPFEINFP6000 | (b) (4), Query 4: Reissued:Opened DM2: Thisformis

(UTC-05:00) Eastern (b) (6) to provide the
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM

RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

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

symptoms of
vaccination
received at V1 and
therefore the
injection site body
side needed isfor
vaccine received at
V1. Kindly update
if agree. Thank
you.

Sep-09-2020 06:14:59
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Answered

Confirm correct
subject has AE on
the hand and
requested vaccine
in opposite arm.

Sep-09-2020 06:10:59 | ACVOPFEINFP6000 | auto query Query 4: Opened Injection Site Body

(UTC-05:00) Eastern (autoquery) Side entered on this

Time (US & Canada) page is not
matching with
Body Side entered
on Vaccination
page of
V1D1VXI1L.
Please review and
update as
appropriate.

Sep-09-2020 06:10:59 | ACVOPFEINFP6000 | auto query Query 3: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Sep-09-2020 06:10:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed

(UTC-05:00) Eastern RIGHT Information

Time (US & Canada)

Sep-08-2020 14:16:32 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Opened Please confirm

(UTC-05:00) Eastern injection site body

Time (US & Canada) side.

Sep-08-2020 14:15:30 | ACVOPFEINFP6E000 |(b) (4), (b) (6) | Query 2: Closed Response satisfies

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

query
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Sep-04-2020 08:33:40 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 2: Answered PLEASE THAW

(UTC-05:00) Eastern PAGE SO IT CAN

Time (US & Canada) BE CORRECTED
TORIGHT ARM
INJECTION FOR
V-2

Sep-03-2020 11:25:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Opened Please confirm

(UTC-05:00) Eastern injection site body

Time (US & Canada) side.

Aug-21-2020 15:31:57 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-21-2020 15:31:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Transcription Error

(UTC-05:00) Eastern LEFT

Time (US & Canada)

Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | auto query Query 1: Opened Injection Site Body

(UTC-05:00) Eastern (autoquery) Side entered on this

Time (US & Canada) pageis not
matching with
Body Side entered
on Vaccination
page of
V1D1VXI1L.
Please review and
update as
appropriate.

Aug-21-2020 15:31:31 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern RIGHT

Time (US & Canada)

5.a

Date L ocation User Value Reason

Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

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

(4),
(b) (6

Injection Site Reaction:: RE

DN
ES
S
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Wereinjection sitereact NO
ions present on the last

day the Subject Diary w
ascompleted?:

5.aInjection Site Reactiol

n:

Wereinjection sitereac NO
tions present on the last
day the Subject Diary

was completed?:

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, REDNESS
Time (US & Canada) (b) (6)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO
Time (US & Canada) () (6)
5b
Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Injection Site Reaction: SW
Time (US & Canada) (b) (6 : ELL

ING
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

5.b Injection Site Reaction:

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), SWELLING

Time (US & Canada) (b) (6)

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

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) (b) (6)

5.c

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

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

4,
(b) (6)

Injection Site Reacti PAIN A

on::

T INJE
CTION
SITE

Wereinjection sitere NO
actions present on th
elast day the Subject
Diary was completed

o
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Header Text: c4591001

Vigt: 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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

5.c Injection Site Reaction:

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, PAIN AT INJECTION SITE

Time (US & Canada) (b) (6)

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

Date L ocation User Value Reason
Aug-21-2020 15:31:31 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V2_VAX2_ L

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Site No: 1109
Subject No: 11091084
Generated By:

(b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date:
Date L ocation User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/21/2020
Time (US & Canada) (b) (6
2.a
Date L ocation User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern tf“)' Record I dentifie 1
Time (US & Canada) ®) (6 re

Temperature: 98.1

TemperatureUni F

t:

TemperatureLo ORAL CA

cation:: VITY
2.a Record I dentifier:
Date L ocation User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) () 6
2.a Temperature;
Date L ocation User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, 98.1
Time (US & Canada) ®) (6
2.aUnit:
Date Location User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFP6000 | (b) (4), (0) |DataEntry: Initial Entry
(UTC-05:00) Eastern (6) F
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Time (US & Canada)

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

2.a Temperature Location:

Time (US & Canada)

(b) (6)

Date L ocation User Value Reason
Aug-21-2020 15:32:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 30-Jul-2020 21:27

Site No: 1109
Subject No: 11091084

Generated By: | (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINALYSIS

Time (US & Canada)

2. Lab Sub-Pand!:

Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | PREGNANCY

Time (US & Canada)

3. Collection Date:

Date Location User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/21/2020

Time (US & Canada) () 6

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINE

Time (US & Canada)

6.a

Date Location User Value Reason
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:27

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defi 113
Time (US & Canada) ned | dentifier

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor 1D:
Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, Choriogonadotropin Beta PX1
Time (US & Canada) (b) 6 13
6.a Not Done:
Date L ocation User Value Reason
Aug-27-2020 15:24:23 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NOT DONE
Time (US & Canada) ®) (6)

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By:

(b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-21-2020 15:32:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Aug-21-2020 15:32:40 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Aug-24-2020 09:33:18 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-22-2020 10:54:04 | ACVOPFEINFP6000 |Balgji Prabu | Query 1: Opened '‘Sample

(UTC-05:00) Eastern R (b) 4) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:32:40 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 15:32:40 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern 4, YES

Time (US & Canada) (0) (6) Date of Collection:
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Header Text: c4591001
Visit: V2_VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

‘ Aug/21/2020
5a
Date L ocation User Value Reason
Aug-24-2020 09:33:18 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample ID: BPXSZX
Time (US & Canada) (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-24-2020 09:33:18 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPXSZX
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-21-2020 15:32:59 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6

2. Treatment Name

Date L ocation User Value Reason
Aug-21-2020 15:32:59 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Aug-21-2020 15:32:59 | 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 15:32:59 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/21/2020 14:37

Time (US & Canada) (b) (6)

5. Anatomical Location:

Date L ocation User Value Reason
Aug-21-2020 15:32:59 [ ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason

Page 176 of 242

*** Confidential***

FDA-CBER-2021-5683-0976280




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Aug-21-2020 15:32:59 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, RIGHT

Time (US & Canada) (b) (6)

7. Route:

Date L ocation User Value Reason
Aug-21-2020 15:32:59 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-21-2020 15:32:59 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED

Time (US & Canada) 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-21-2020 15:32:59 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, YES

Time (US & Canada) (b) (6)

*** Confidential***
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-06-2020 05:24:19 | ACVOPFEINFP6000 |/ (b) Query 1: Closed Per site
(UTC-05:00) Eastern (4), confirmation-
Time (US & Canada) (0) (6) Entered in error.
Oct-05-2020 18:57:03 | ACVOPFEINFP6000 | (b) (4), Query 1: Answered Entered in error.
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
Oct-01-2020 13:34:03 | ACVOPFEINFP6000 || (b) (4), Query 1: Opened As per lliness
(UTC-05:00) Eastern (b) (6) ediary records,
Time (US & Canada) subject reported
"Yes' for the
guestion "Have
you experienced
any of the
following?’ for the
CoVID-19
symptoms or
diagnosis on
04SEP2020. But
thereisno COVID
llIness visit
reported in the
database. Please
clarify.
Sep-22-2020 12:58:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Sep/18/2020

Time (US & Canada)
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Site No: 1109

Generated By:

Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Subject No: 11091084
(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: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

*** Confidential***

FDA-CBER-2021-5683-0976283

Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2a
Date L ocation User Value Reason
Sep-22-2020 12:59:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @ Symptom:: FE
Time (US & Canada) e VE
R

Werefever or systemicsy N

mptoms present on thela O

st day the Subject Diary

was completed?:
2.a Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), FEVER
Time (US & Canada) (b) (6)
2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.b
Date Location User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (®) 4. () 6) | pata Entry: Initial Entry
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

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

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

Symptom:: FA
T
GU
E

Werefever or systemics NO

ymptoms present on the

last day the Subject Diar

y was completed?:

2.b Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), FATIGUE
Time (US & Canada) (b) (6)
2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (0) (6)
2.c
Date Location User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom:: HE
Time (US & Canada) Ry AD

AC

HE

Werefever or systemic NO
symptoms present on th
elast day the Subject Di

ary was completed?:

Page 180 of 242

*** Confidential***

FDA-CBER-2021-5683-0976284




090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

2.c Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), HEADACHE
Time (US & Canada) (0) (6)
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) ®) (6)
2d
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC'O500) Eastern (4)7 %/mptom CH
Time (US & Canada) (b) (6) IL
LS

Werefever or systemics N

ymptoms present on thel O

ast day the Subject Diary

was completed?:
2.d Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), CHILLS
Time (US & Canada) (b) (6)
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) () (6)
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

2.e
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Symptom:: VO
Time (US & Canada) (e MIT

ING

Werefever or systemic NO
symptoms present on th
elast day the Subject Di

ary was completed?:

2.e Symptom:

Date L ocation User Value Reason
Sep-22-2020 12:59:09 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), VOMITING

Time (US & Canada)

(b) (6)

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

Date Location User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6)
2.f
Date Location User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
Time (US & Canada) (e RR

HE

A

Werefever or systemic s NO
ymptoms present on the

last day the Subject Dia

ry was completed?:
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Site No: 1109

Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Subject No: 11091084

RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Werefever or syste NO
mic symptoms pres

ent on thelast day

the Subject Diary

was completed?:

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
2.f Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), DIARRHEA
Time (US & Canada) (0) (6)
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) ®) (6)
29
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
Time (US & Canada) (b) (6) WORSE

NED MU

SCLE PA

IN

*** Confidential***
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Header Text: c4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 30-Jul-2020 21:30
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

2.9 Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), NEW OR WORSENED MUSC
Time (US & Canada) (b) (6) LE 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-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) ®) (6)
2h
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
Time (US & Canada) (b) (6) RWOR
SENED
JOINT P
AIN
Werefever or syste NO
mic symptoms pres
ent on thelast day t
he Subject Diary w
ascompleted?:
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

RESOLVED DATES - eCRF Audit Trail History

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM

Form Status: Data Complete, Locked, Frozen, Verified

Wereinjection sitereact NO
ions present on the last
day the Subject Diary w

as completed?:

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
2.h Symptom:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (CF NEW OR WORSENED JOINT
Time (US & Canada) (b) (6) 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-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) ®) (6)
3. Injection Site Location:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
4. I njection Site Body Side:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), RIGHT
Time (US & Canada) (b) (6)
5a
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) Injection Site Reaction:: RE
Time (US & Canada) (b) (6 DN

ES

S

*** Confidential***
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.aInjection Site Reaction:

Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), REDNESS
Time (US & Canada) (0) (6)
5.a Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO
Time (US & Canada) ®) (6)
5b
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Injection Site Reaction: SW
Time (US & Canada) (b) (6) : ELL
ING

Wereinjection sitereac NO

tions present on the last

day the Subject Diary

was completed?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), SWELLING
Time (US & Canada) (b) (6)
5.b Wereinjection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 |/ (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (OF NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Time (US & Canada)

(b) (6)

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
5.c
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern é“)’ Injection Site Reacti PAIN A
Time (US & Canada) (b) (6 on:: T INJE
CTION
SITE

Wereinjection sitere NO

actions present on th

elast day the Subject

Diary was completed

2
5.c Injection Site Reaction:
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), PAIN AT INJECTION SITE
Time (US & Canada) () (6)
5.c Were injection site reactions present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-22-2020 12:59:09 | ACVOPFEINFP6E000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

- eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-18-2020 16:55:43 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-18-2020 16:55:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-18-2020 16:55:52 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-18-2020 16:55:43 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-18-2020 16:55:43 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), YES

Time (US & Canada) (b) (6 Date of Collection:

Sep/18/2020
5a
Date L ocation User Value Reason
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Sep-18-2020 16:55:52 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample | D: BPXTZL

Time (US & Canada) (b) (6)

5.a Sample 1D

Date L ocation User Value Reason
Sep-18-2020 16:55:52 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BPXTZL

Time (US & Canada) (b) (6)

5.b

Date L ocation User Value Reason
Sep-18-2020 17:03:03 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample |D: BMNHO06

Time (US & Canada) (b) (6)

5.b Sample 1D

Date L ocation User Value Reason
Sep-18-2020 17:03:03 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BMNHO06

Time (US & Canada) (b) (6)

5.c

Date L ocation User Value Reason
Sep-18-2020 17:03:12 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample |D: BMNHO07

Time (US & Canada) (b) (6)

5.c Sample D

Date L ocation User Value Reason
Sep-18-2020 17:03:12 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BMNHO7

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled

Form Version: 15-Sep-2020 21:55

SiteNo: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Sep-22-2020 13:06:18 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sep/18/2020

Time (US & Canada) (b) (6

2. Phase of Disposition:

Date Location User Value Reason
Sep-22-2020 13:06:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Sep-22-2020 13:06:18 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), COMPLETED

Time (US & Canada) () 6
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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: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFP6000 || (b) Form Created

(UTC-05:00) Eastern @,

Time (US & Canada) ®) (6
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Header Text: c4591001

Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trall

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

Date L ocation User Value Reason
Jan-07-2021 08:29:06 ACVOPFEINFPE000 | (b) (4), Form Created

(UTC-05:00) Eastern (b) (6)

Time (US & Canada)

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)
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Header Text: c4591001

Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | 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

Aug-29-2020 ACVOPFEINFP6000 | Gary Steven | Query 1: Closed Response sdtisfies
16:15:18 (UTC-05:00) Friedman query

Eastern Time (US & (b) (4)

Canada)

Aug-29-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered THAT WAS THE
11:32:58 (UTC-05:00) ONLY JOINT

Eastern Time (US & INVOVLED PER P
Canada)

Aug-23-2020 ACVOPFEINFP6000 | Gary Steven | Query 1: Opened LEFT MIDDLE
17:08:32 (UTC-05:00) Friedman FINGER PROXIMAL
Eastern Time (US & (b) (4) INTERPHALANGEAL
Canada) JOINT

TENDERNESS: please
confirm that thisisor is
not accompanied by

other ARTHRALGIAS

or SYSTEMIC
COMPLAINTS.
Aug-21-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
15:46:47 (UTC-05:00) LEFT MIDDLE FINGER
Eastern Time (US & PIP TENDERNESS
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Header Text: c4591001
Vigit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Canada)

4, Start Date Time:

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Aug/1/2020 14:00
Time (US & Canada) (b) (6)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Sep-07-2020 05:01:56 | ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Closed Response satisfies
(UTC-05:00) Eastern (6) query
Time (US & Canada)
Sep-04-2020 17:04:30 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-04-2020 17:04:30 | ACVOPFEINFP6000 | (b) Data Entry: New Information
(UTC-05:00) Eastern (4), NO
Time (US & Canada) (b) (6) End Date Time:
Aug/28/2020 UNK:UNK
Aug-27-2020 21:36:45 | ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Opened ClinQuery: Please
(UTC-05:00) Eastern (6) can you confirm
Time (US & Canada) thisisstill
ongoing? If not,
enter astop
date.thanks
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), YES
Time (US & Canada) (b) (6
6. Toxicity Grade:
Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), 1
Time (US & Canada) () 6
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Header Text: c4591001
Vigit: Logs - Unscheduled

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:49

7. 1sthe adverse event serious?
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; | mportant medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) (b) (6)

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
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NO

Time (US & Canada) () (6)

9. Isthis event related to study treatment:

Time (US & Canada)

Date L ocation User Value Reason
Sep-13-2020 20:52:00 | ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (6) query

Time (US & Canada)

Sep-10-2020 06:52:32 | ACVOPFEINFP6000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information
Time (US & Canada)

Sep-10-2020 06:52:32 | ACVOPFEINFPE000 |(b) (4), (b) (6) | DataEntry: Changed
(UTC-05:00) Eastern NOT RELATED Information

If Not Related to study treat
ment(s), this event is due to:

OTHER
If Other, specify:

osteoarthritis possibly t
endonitis or age
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Header Text: c4591001

Vigit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:49

Sep-10-2020 02:28:56 | ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissued:Opened ClinQuery: Please
(UTC-05:00) Eastern (6) update per your
Time (US & Canada) response.
Sep-09-2020 21:29:41 | ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissued:Candidate | ClinQuery: Please
(UTC-05:00) Eastern (6) update per your
Time (US & Canada) response.
Sep-09-2020 06:13:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered please thaw page
(UTC-05:00) Eastern after discussion
Time (US & Canada) with patient and
doctor he has
confirmed NOT
RELATED and has
changed the AE in
chart aswell.
Sep-07-2020 20:43:48 | ACVOPFEINFPG000 | (b) (4), (b) Query 1: Opened ClinQuery: LEFT
(UTC-05:00) Eastern (6) MIDDLE FINGER
Time (US & Canada) PIP
TENDERNESS:
Please can you
confirm why the PI
feelsthisAEis
related to IP?
Thanks
Aug-21-2020 15:46:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern RELATED
Time (US & Canada)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFP6E000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4, NOT APPLICABLE
Time (US & Canada) ®) (6
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada)

(b) (6)
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Header Text: c4591001

Vigit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Aug-21-2020 15:46:47 | ACVOPFEINFPG000 || (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), NO

Time (US & Canada) ()

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

Date L ocation User Value Reason

Sep-12-2020 07:58:53 | ACVOPFEINFP6000 || (b) (4), (b) Query 2: Closed Response satisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Sep-12-2020 06:55:00 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Sep-12-2020 06:55:00 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Changed

(UTC-05:00) Eastern RECOVERED/RESOLVED | Information

Time (US & Canada)

Sep-12-2020 00:11:48 | ACVOPFEINFPE000 | EricaWeaver | Query 2: Opened *DM: Response to

(UTC-05:00) Eastern (b) (4) "What was the

Time (US & Canada) outcome of this
adverse event?' is
'Not Recovered/Not
Resolved' but AE
End Date/Timeis
present. Please
update outcome or
end date
accordingly.

Sep-07-2020 03:23:41 | ACVOPFEINFP6000 | (b) (4), Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Sep-04-2020 17:10:27 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Answered Changed data per

(UTC-05:00) Eastern query

Time (US & Canada)

Sep-04-2020 17:04:30 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE LEFT

(UTC-05:00) Eastern (autoquery) MIDDLE FINGER

Time (US & Canada) PIP
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Header Text: c4591001

Vigit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
TENDERNESS:
Response to "What
was the outcome of
this adverse event?'
is'Not
Recovered/Not
Resolved' but AE
End Date/Timeis
present.

Aug-21-2020 15:46:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern NOT RECOVERED/NOT R

Time (US & Canada) ESOLVED

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

Date L ocation User Value Reason
Aug-21-2020 15:46:47 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), NO

Time (US & Canada) ®) 6)

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)
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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, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Category:

Date L ocation User Value Reason
Jan-07-2021 08:29:06 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Jan-07-2021 08:29:06 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 L ocation User Value |Reason
Mar-02-2021 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies
16:29:32 (b) (6) 7: Clo | query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Feb-26-2021 | ACVOPFEINFP6000 (b) (4), Query | Stage was not given.
19:20:11 (b) (6) 7: An

(UTC-05:00) swere

Eastern Time d

(US&

Canada)

Feb-23-2021 | ACVOPFEINFP6000 (b) (4), Query | Clinical Please submit
21:29:35 (b) (6) 7: Rei | tumor stage (TNM
(UTC-05:00) ssued: | system) and

Eastern Time Opene | histopathology report,
(Us& d if available.
Canada)

Feb-10-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies
22:18:06 (6) 8: Clo | query
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) (b) (4), (b) (6)| seq

Eastern Time

(US&

Canada)

Feb-09-2021 | ACVOPFEINFP6000 auto query Query | Changed Information

16:57:24 (autoquery) 8: An

(UTC-05:00) swere

Eastern Time d

(UsS&

Canada)

Feb-09-2021 | ACVOPFEINFP6000 (b) (4), Data | Changed Information

16:57:24 (b) (6) Entry

(UTC-05:00) .

Eastern Time REGI

(Us& ONA

Canada) LLY
ADV
ANC
ED M
ELA
NOM
A OF
THE
RIGH
TIN
GUIN
AL A
REA

Feb-08-2021 | ACVOPFEINFP6000
09:39:42
(UTC-05:00)
Eastern Time
(US&
Canada)

(b) (4), (b) (6) | Query | SAE RECON:

8: Op | AER#2021081915,SDB
ened |termisREGIONALLY
ADVANCED
MELANOMA OF THE
RIGHT INGUINAL
AREA' but in Inform
Malignant Melanoma
(Right Side Inguinal
Lymph nodes). Please
confirm correct term. If
safety update is needed,
submit afollow-up
Safety report.
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Feb-02-2021 | ACVOPFEINFP6000 (b) (4), Query | No diagnostic work was

07:58:39 (b) (6) 7: An |inculed.

(UTC-05:00) swere

Eastern Time d

(USs&

Canada)

Feb-01-2021 | ACVOPFEINFP6000 (b) (4), Query | Clinical SAE report

16:53:26 (b) (6) 7: Rei | states medical records

(UTC-05:00) ssued: | received; please submit

Eastern Time Opene | a SAE safety update

(Us& d with diagnostic workup

Canada) including any imaging
and surgical procedures
for this diagnosis.
Include TNM stage if
available

Jan-30-2021 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies

23:31:38 (b) (6) 6: Clo | query

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Jan-29-2021 | ACVOPFEINFP6000 auto query Query | Transcription Error

18:12:53 (autoquery) 7: An

(UTC-05:00) swere

Eastern Time d

(US&

Canada)

Jan-29-2021 | ACVOPFEINFP6000 auto query Query | Transcription Error

18:12:53 (autoquery) 6: An

(UTC-05:00) swere

Eastern Time d

(US&

Canada)

Jan-29-2021 | ACVOPFEINFP6000 (b) (4), Data | Transcription Error

18:12:53 (b) (6) Entr

(UTC-05:00) :

Eastern Time Malig

(Us& nant

Canada) Melan

oma (
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Header Text: c4591001

Vigit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

Right
Sidel
nguin
a Ly
mph n
odes)
Jan-29-2021 | ACVOPFEINFP6000 (b) (4), Query | Clinical SAE report
11:46:38 (b) (6) 7: Op | states medical records
(UTC-05:00) ened | received; please submit
Eastern Time a SAE safety update
(Us& with diagnostic workup
Canada) including any imaging
and surgical procedures
for this diagnosis.
Include TNM stage if
available
Jan-29-2021 | ACVOPFEINFP6000 (b) (4), Query | Clinical Event termis
11:44:25 (b) (6) 6: Op |reportedtoinvolve Lt
(UTC-05:00) ened |inguina region;
Eastern Time however, SAE report
Us& (#2021081916) states
Canada) RIGHT inguinal region.
Please review,
harmonize reporting &
update where
appropriate.
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies
08:12:35 (b) (6) 5: Clo | query
(UTC-05:00) sed
Eastern Time
(US&
Canada)
Jan-25-2021 | ACVOPFEINFP6000 (b) (4), Query | monoclonal antibodies
07:36:31 (b) (6) 5: An |treatment
(UTC-05:00) swere
Eastern Time d
(US&
Canada)
Jan-22-2021 | ACVOPFEINFP6000 (b) (4), Query | clinical: thanks, what
11:48:01 (b) (6) 5: Rel | treatment has subject

(UTC-05:00)

ssued: | received?
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Subject No: 11091084
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Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Eastern Time Opene

(Us& d

Canada)

Jan-22-2021 | ACVOPFEINFP6000 (b) (4), Query | Confirm new diagnosis
11:40:48 (b) (6) 5. An

(UTC-05:00) swere

Eastern Time d

(Us&

Canada)

Jan-22-2021 | ACVOPFEINFP6000 (b) (4), Query | clinical: pls confirm
07:23:11 (b) (6) 5:Op [thisisanew diagnosis.
(UTC-05:00) ened |what treatment did
Eastern Time subject receive? Thanks
(USs&

Canada)

Jan-19-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Discrepancy has been
22:06:18 Oracle 4: Clo |closed.

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

Eastern Time

(Us&

Canada)

Jan-19-2021 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies
20:10:24 (6) 3: Clo | query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Jan-19-2021 | ACVOPFEINFP6000 () (4), () Query | Response satisfies
19:40:29 (6) 2: Clo | query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Jan-19-2021 | ACVOPFEINFP6000 auto query Query | Changed Information
15:40:28 (autoquery) 4: An

(UTC-05:00) swere

Eastern Time d

(Us&

Canada)
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Header Text: c4591001
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Jan-19-2021 | ACVOPFEINFP6000 (b) (4), Data | Changed Information
15:40:28 (b) (6) Entr
(UTC-05:00) .
Eastern Time Malig
(USs& nant
Canada) Melan
oma (
Left S
ideln
guinal
Lymp
h nod
es)
Jan-19-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query | Multiple actions for
03:18:01 Oracle 4:Op [MALIGNANT
(UTC-05:00) (b) (4) ened | MELANOMA
Eastern Time (LYMPH NODE). The
(US& termis unclear. Are you
Canada) reporting
METASTATIC
MALIGNANT
MELANOMA (WITH
METASTASESTO

LYMPH NODE)? If so,
update the verbatim
term as such and split
the term into
METASTATIC
MALIGNANT
MELANOMA and
METASTASESTO
LYMPH NODE and
submit separately.
Otherwise split the
current term into
MALIGNANT
MELANOMA and
LYMPH NODE and
submit separately. Also
please specify the
corresponding
symptom, diagnosis or
procedure being
reported for LYMPH
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Header Text: c4591001
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Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

NODE and edit the

verbatim term
accordingly. Thank

you.
Jan-18-2021 | ACVOPFEINFPE000 auto query Query | Changed Information
18:06:36 (autoquery) 3:An
(UTC-05ZOO) swere
Eastern Time d
(US&
Canada)
Jan-18-2021 | ACVOPFEINFPE000 auto query Query | Changed Information
18:06:36 (autoquery) 2: An
(UTC-05:00) swere
Eastern Time d
(US&
Canada)
Jan-18-2021 | ACVOPFEINFPGE000 (b) (4), Data |Changed Information
18:06:36 (b) (6) Entry
(UTC-05:00) N
Eastern Time Malig
(US& nant
Canada) Melan
oma (
Lymp
h nod

Jan-17-2021 | ACVOPFEINFP6000
20:15:57
(UTC-05:00)
Eastern Time
(Us&
Canada)

(b) (4), (b)
6

Query | ClinQuery: Malignant
3: Op |Melanoma: please can
ened |you update to include
the anatomical location
of this AE? Thanks

Jan-17-2021 | ACVOPFEINFP6000
20:00:21
(UTC-05:00)
Eastern Time
(Us&
Canada)

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

Query | ClinQuery: Malignant
2: Op | Meélanoma: please can
ened | you confirmif subject
has been given any
prohibited medication
asaresult of thisAE?
Update CM med log as
appropriate. Thanks
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Site No: 1109
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Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials; ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Jan-13-2021 | ACVOPFEINFP6000 (b) (4), Data | Transcription Error
16:40:42 (b) (6) Entry
(UTC-05:00) N
Eastern Time Malig
(USs& nant
Canada) Melan
oma
Jan-12-2021 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies
18:12:49 (b) (6) 1: Clo |query
(UTC-05:00) sed
Eastern Time
(US&
Canada)
Jan-11-2021 | ACVOPFEINFP6000 auto query Query | New Information
15:23:02 (autoquery) 1: An
(UTC-05:00) swere
Eastern Time d
(US&
Canada)
Jan-11-2021 | ACVOPFEINFP6000 (b) (4), Data | New Information
15:23.02 (b) (6) Entry
(UTC-05:00) :
Eastern Time Malig
(US& nant
Canada) Melan
oma
Jan-10-2021 | ACVOPFEINFP6000 (b) (4), Query | ClinQuery: Melanoma:
20:16:42 (b) (6) 1: Op | please can you update
(UTC-05:00) ened | to specificy the
Eastern Time anatomical location of
(US& this AE? Thanks
Canada)
Jan-07-2021 | ACVOPFEINFP6000 (b) (4), Data | Initia Entry
08:29:06 (b) (6) Entr
(UTC-05:00) :
Eastern Time Melan
(Us& oma
Canada)

4, Start Date Time:
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Date L ocation User Value Reason

Feb-23-2021 21:27:01 | ACVOPFEINFP6000 ||(b) (4), Query 1: Closed Response sdtisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Jan-29-2021 18:13:13 | ACVOPFEINFP6000 | (b) (4), Query 1: Answered SAE follow-up

(UTC-05:00) Eastern (b) (6) sent

Time (US & Canada)

Jan-29-2021 11:42:58 | ACVOPFEINFP6000 | (b) (4), Query 1: Opened Clinical Event

(UTC-05:00) Eastern (b) (6) start dateis

Time (US & Canada) 26Nov20;
however, SAE
report has no start
date. Please
submit a SAE
safety update with
start date; in
addition with
VAX dates.

Jan-07-2021 08:29:06 | ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) Nov/26/2020 UNK:UNK

Time (US & Canada)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Jan-07-2021 08:29:06 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

6. Toxicity Grade:

Date L ocation User Value Reason

Jan-30-2021 23:30:52 | ACVOPFEINFP6000 | (b) (4), Query 2: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Jan-29-2021 18:13:26 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)
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Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Jan-29-2021 18:13:26 | ACVOPFEINFP6000 |(b) (4), Data Entry: Changed

(UTC-05:00) Eastern (b) (6) 4 Information

Time (US & Canada)

Jan-29-2021 11:41:25 | ACVOPFEINFP6000 | (b) (4), Query 2: Opened Clinical SAE report

(UTC-05:00) Eastern (b) (6) (2021081915)

Time (US & Canada) reports event is
Life-threatening;
per protocol Sect
10.3.3 Life
threatening = grade
4 (Life-threatening
consequences,
urgent intervention
indicated). Please
harmonize Grade
3llife-threatening
reporting.

Jan-20-2021 20:01:53 | ACVOPFEINFP6000 | Samuel Query 1: Closed Response satisfies

(UTC-05:00) Eastern Dychter query

Time (US & Canada) (b) (4)

Jan-14-2021 14:50:12 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)
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Header Text: c4591001

Vigit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

6. Toxicity Grade:

Date L ocation User Value Reason

Jan-14-2021 14:50:12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (6) 3

Time (US & Canada)

Jan-08-2021 18:43:32 | ACVOPFEINFPE000 | Samuel Query 1: Opened GPD Clin: Please

(UTC-05:00) Eastern Dychter confirm that the

Time (US & Canada) (b) (4) nature of this event
merits Grade 4
severity grading
per the protocol
definitions.

Jan-07-2021 08:29:06 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) 4

Time (US & Canada)

7. | sthe adverse event serious?

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; | mportant medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

*** Confidential***

Date L ocation User Value Reason

Feb-01-2021 10:04:25 | ACVOPFEINFP6000 | auto query Query 3: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-30-2021 23:30:36 | ACVOPFEINFP6000 |/(b) (4), Query 2: Closed Response satisfies

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Jan-29-2021 18:13:58 | ACVOPFEINFP6000 | auto query Query 3: Candidate For AE Malignant

(UTC-05:00) Eastern (autoquery) Melanoma (Right

Time (US & Canada) Side Inguinal
Lymph nodes):
Response to "Isthe
adverse event
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Header Text: c4591001
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Form Version: 22-Apr-2020 21:02

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.

Jan-29-2021 18:13:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Answered

Changed
Information

Jan-29-2021 18:13:58
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
YES

Is this serious event associa

ted with congenital anomal
y or birth defect?

NO

Did this serious event resul
t in death?

NO
Did this serious event requi
re or prolong hospitalizatio
n?

NO

Did this serious event resul

tin persistent or significant

disability/incapacity?
NO

Isthis serious event life thr
eatening?

YES

Other medically important
serious event

NO

Changed
Information

Jan-29-2021 11:36:19

ACVOPFEINFP6000

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

Query 2: Opened

Clinical Please
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Header Text: c4591001
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Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

(UTC-05:00) Eastern (b) (4), update SAE

Time (US & Canada) (b) (6) response & criteria;
SAE report
(2021081915) has
YESfor serious
and
Life-threatening for
criterion

Jan-20-2021 20:02:05 | ACVOPFEINFP6000 | Samuel Query 1: Closed Response satisfies

(UTC-05:00) Eastern Dychter query

Time (US & Canada) (b) (4)

Jan-14-2021 14:50:52 | ACVOPFEINFP6000 |/(b) (4), Query 1. Answered Changed data per

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Jan-07-2021 20:32:23 | ACVOPFEINFP6000 | Samuel Query 1: Opened GPD Clin: Please

(UTC-05:00) Eastern Dychter consider reporting

Time (US & Canada) (b) (4) thisevent asan
SAE dueto the
nature and severity
of the case. Thank
youl.

Jan-07-2021 08:29:06 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

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 Location User Value Reason

Jan-07-2021 08:29:06 | 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 L ocation User Value Reason

Jan-17-2021 23:44:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 2: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)
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Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Jan-15-2021 09:40:04 | ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-15-2021 09:40:04 | ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treat
ment(s), this event is dueto:
OTHER
If Other, specify:
Melanoma
Jan-15-2021 02:16:20 | ACVOPFEINFP6000 | (b) (4), (b) Query 2: Reissued:Opened DM1: Kindly
(UTC-05:00) Eastern (6) consider deleting
Time (US & Canada) extra space, tab or
enter at the end.
Thank you.
Jan-13-2021 16:41:33 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription
(UTC-05:00) Eastern (autoquery) Error
Time (US & Canada)
Jan-13-2021 16:41:33 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription
(UTC-05:00) Eastern (b) (6) NOT RELATED Error

Time (US & Canada)

If Not Related to study treat
ment(s), this event is due to:

OTHER
If Other, specify:

Melanoma Malignant

Jan-13-2021 15:47:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

DM: A carriageis
identified. To
avoid processing
errors, please
remove the
identified
character by
deleting the entry
and re-entering the
data (without
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Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

using copy and

paste).
Jan-12-2021 04:43:19 | ACVOPFEINFP6000 |/ (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (6) query
Time (US & Canada)
Jan-11-2021 15:10:34 | ACVOPFEINFP6000 | auto query Query 1. Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-11-2021 15:10:34 | ACVOPFEINFP6000 |/(b) (4), Data Entry: New Information
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treat

ment(s), this event is due to:
OTHER
If Other, specify:
Melanoma Malignant

Jan-08-2021 02:13:21 | ACVOPFEINFPE000 (' (b) (4), (b) Query 1: Opened DM: If other is
(UTC-05:00) Eastern (6) selected then
Time (US & Canada) please complete

specify field.

Thank you.
Jan-07-2021 08:29:06 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT RELATED
Time (US & Canada) If Not Related to study treat

ment(s), this event is due to:
OTHER
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Jan-07-2021 08:29:06 | 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
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Generated Time (GMT): 29-Mar-2021 10:49

Jan-07-2021 08:29:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
(b) (6) YES

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Jan-07-2021 08:29:06 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)

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

Date L ocation User Value Reason

Feb-16-2021 ACVOPFEINFP6000 | (b) (4), Query 1: Closed | Response satisfies query

02:09:20 (b) (6)

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-05-2021 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissue | pending SDB update

15:46:47 (6) d:Candidate

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-04-2021 ACVOPFEINFPE000 | (b) (4), Query 1: Answer | SAE updated sent

13:03:44 (b) (6) ed

(UTC-05:00)

Eastern Time (US

& Canada)

Feb-01-2021 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened | SAE

13:17:52 (6) RECON:AER#2021081915,outcome

(UTC-05:00) was reported as "Unknown" to

Eastern Time (US Safety DB however, recorded as

& Canada) NOT RECOVERED/NOT
RESOLVED on AE CRF. Please
confirm correct outcome. If safety
update is required, please submit a
follow-up form.

Jan-07-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

08:29:06 (b) (6) NOT RECOVER
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Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
(UTC-05:00) (b) (4), (b) (6) | ED/NOT RESOL

Eastern Time (US VED

& Canada)

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

Date L ocation User Value Reason
Jan-07-2021 08:29:06 | 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 L ocation User Value Reason
Feb-01-2021 10:04:25 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (@), 2021081915

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date Location User Value Reason
Jan-05-2021 18:19:02 | ACVOPFEINFP6000 ||(b) (4), Data Entry: Changed
(UTC-05:00) Eastern (b) (6) Dec/28/2020 Information
Time (US & Canada)

Dec-31-2020 11:52;12 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020

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: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

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

Date L ocation

User Value

Reason

Dec-31-2020 12:00:01 | ACVOPFEINFPG000

auto query Query 1: Deleted

Close Auto Query

eligible per local/national r
ecommendations and confi
rmed to have received only
placebo at Vaccination 1/2

(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-31-2020 11:52:47 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Transcription Error
(UTC-05:00) Eastern (b) (6) Participant iswilling to return
Time (US & Canada) for Vaccination 3
Participant is:

Dec-31-2020 11:52:22 | ACVOPFEINFP6000
(UTC-05:00) Eastern
Time (US & Canada)

auto query Query 1: Candidate
(autoquery)

The response
indicates
participant was
unblinded, however
the TREATMENT
UNBLINDED date
ismissing in the
DISP visit. Please

Time (US & Canada)

for Vaccination 3

complete this date.
Dec-31-2020 11:52:22 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initia Entry
(UTC-05:00) Eastern (b) (6) Participant is willing to return
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
SiteNo: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-31-2020 11:53:00 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020

Time (US & Canada)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Dec-31-2020 11:53:09 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) OBTAINED
Time (US & Canada) Date Written Consent Obtain
ed
Dec/31/2020
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Dec-31-2020 11:58:15 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Dec-31-2020 11:58:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | REPEAT SCREENING 1

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Dec-31-2020 11:58:15 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) COMPLETED

Time (US & Canada)
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Form Version: 10-Dec-2020 02:23
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Dec-31-2020 11:58:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINALYSIS

Time (US & Canada)

2. Lab Sub-Panel:

Date L ocation User Value Reason
Dec-31-2020 11:58:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | PREGNANCY

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason
Dec-31-2020 11:58:34 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Dec-31-2020 11:58:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | STUDY SITE

Time (US & Canada)

5. Specimen Type:

Date Location User Value Reason
Dec-31-2020 11:58:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | URINE

Time (US & Canada)

6.a

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:23

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Dec-31-2020 11:58:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defi 113
Time (US & Canada) ned | dentifier

Test:: Choriogonadotro

pin Beta PX113

Result::

Not Done:: NOT DONE
6.a Sponsor 1D:
Date L ocation User Value Reason
Dec-31-2020 11:58:34 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 113
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Dec-31-2020 11:58:34 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Choriogonadotropin Beta PX1
Time (US & Canada) 13
6.a Not Done:
Date L ocation User Value Reason
Dec-31-2020 11:58:34 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NOT DONE
Time (US & Canada)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-31-2020 11:58:47 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Dec-31-2020 11:58:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-04-2021 07:27:44 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-04-2021 05:50:42 | ACVOPFEINFP6000 || (b) (4), (b) Query 1: Opened 'Sample

(UTC-05:00) Eastern (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-31-2020 11:58:47 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-31-2020 11:58:47 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Dec/31/2020
5a
Date L ocation User Value Reason
Jan-04-2021 07:27:44 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Sample ID: BR7Y33
Time (US & Canada) (b) (6)
5.aSample|D
Date L ocation User Value Reason
Jan-04-2021 07:27:44 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BR7Y33
Time (US & Canada) (b) (6)
5.b
Date L ocation User Value Reason
Jan-04-2021 07:28:03 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample | D: BSGWTJ
Time (US & Canada) (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Jan-04-2021 07:28:03 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSGWTJ
Time (US & Canada) (b) (6)
5.c
Date L ocation User Value Reason
Jan-04-2021 07:28:14 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample | D: BSGWTK
Time (US & Canada) (b) (6)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5.c Sample D

Date L ocation User Value Reason
Jan-04-2021 07:28:14 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BSGWTK

Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-31-2020 11:59:01 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Dec-31-2020 11:59:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Jan-04-2021 07:28:41 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-04-2021 05:50:42 | ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened 'Sample

(UTC-05:00) Eastern (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-31-2020 11:59:01 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

(UTC-05:00) Eastern (autoquery) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-31-2020 11:59:01 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada) Date of Collection:
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Dec/31/2020
5a
Date L ocation User Value Reason
Jan-04-2021 07:28:41 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample|D: BR7Y2Y
Time (US & Canada) (b) (6)
5.aSample|D
Date L ocation User Value Reason
Jan-04-2021 07:28:41 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BR7Y2Y
Time (US & Canada) (b) (6)
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Dec-31-2020 11:59:38 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO

Time (US & Canada)

2. Treatment Name

Date L ocation User Value Reason
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2

Time (US & Canada)

3. Formulation:

Date L ocation User Value Reason
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION

Time (US & Canada)

4, Dose Date Time:

Date L ocation User Value Reason
Dec-31-2020 11:59:38 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020 09:57

Time (US & Canada)

5. Anatomical Location:

Date L ocation User Value Reason
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
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Header Text: c4591001
Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Time (US & Canada)

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Dec-31-2020 11:59:38 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) RIGHT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date Location User Value Reason
Dec-31-2020 11:59:38 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
Dec-31-2020 11:59:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

administration?

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

Date L ocation User Value Reason
Dec-31-2020 11:59:38 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Dec-31-2020 12:00:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Dec/31/2020

Time (US & Canada)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Dec-31-2020 12:00:01 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) ASSESSELIGIBILITY FOR
Time (US & Canada) ADDITIONAL VACCINATIO

N

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)
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Header Text: c4591001
Visit: V102_VAX4
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status. Data Complete, Frozen,

Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit

Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Date of Visit

Date L ocation User Value | Reason

Mar-04-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Closed per

02:13:12 1: Clo | SITE response,

(UTC-05:00) sed added to PD

Eastern Time tracker for

(Us& Clinica

Canada) Review

Mar-03-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | PD was written

13:59:23 1: Ans |andfiledin

(UTC-05:00) wered | Chart

Eastern Time

(US&

Canada)

Mar-01-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of

08:20:33 (b) (4) 1: Ope | visit

(UTC-05:00) ned V102_VAX4is

Eastern Time out of window

(US& for 26 days

Canada) from
V101_VAX3
Dose Date.
Please verify
and update.
Else, confirm
in query
response
appropriately.

(b) (4)

Feb-26-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Initia Entry

19:16:44 Entry

(UTC-05:00) N

Eastern Time Feb/18

(US& /2021

Canada)
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

2. Lab Sub-Paned!:

Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

3. Collection Date:

Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

5. Specimen Type:

Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable

Time (US & Canada)

6.a

Date L ocation User Value Reason
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:23

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials. ---
Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49
Feb-18-2021 13:03:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Sponsor-Defined | Not Appli
Time (US & Canada) dentifier: cable
Test:: Not Appli
cable
Result:: Not Appli
cable
Not Done:: Not Appli
cable
6.a Sponsor 1D:
Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
6.a Test:
Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
6.a Result:
Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
6.a Not Done:
Date L ocation User Value Reason
Feb-18-2021 13:03:07 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Not Applicable
Time (US & Canada)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-18-2021 13:03:29 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-18-2021 13:03:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Mar-01-2021 01:03:27 | ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Response sdtisfies

(UTC-05:00) Eastern (6) query

Time (US & Canada)

Feb-26-2021 19:17:07 | ACVOPFEINFPE000 |(b) (4), Query 2: Answered Changed data per

(UTC-05:00) Eastern (b) (6) query

Time (US & Canada)

Feb-26-2021 07:43:18 | ACVOPFEINFPE000 | Saumitra Query 2: Opened Please complete

(UTC-05:00) Eastern Dubey Date of visit form.

Time (US & Canada) (b) (4)

Feb-22-2021 07:00:20 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-19-2021 06:24:15 | ACVOPFEINFP6000 |/(b) (4), (b) Query 1: Opened 'Sample

(UTC-05:00) Eastern (6) Collected? is Yes,

Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Feb-18-2021 13:03:29 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample
(UTC-05:00) Eastern (autoquery) Collected? is Yes,
Time (US & Canada) however no
barcodes are
entered. Please
review and correct
as appropriate.
Feb-18-2021 13:03:29 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES
Time (US & Canada) Date of Collection:
Feb/18/2021
5a
Date L ocation User Value Reason
Feb-22-2021 07:00:20 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 4), Sample |D: BRGKNC
Time (US & Canada) (b) (6)
5.aSample|D
Date L ocation User Value Reason
Feb-22-2021 07:00:20 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), BRGKNC

Time (US & Canada)

(b) (6)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

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

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-05-2021 07:22:55 | ACVOPFEINFP6000 | (b) (4), Data Entry: Changed
(UTC-05:00) Eastern (b) (6) YES Information
Time (US & Canada) Date of First Delay:

Jan/16/2021

Reason(s) for Temporary Del
ay of Vaccination

RECENT SYSTEMIC CO

RTICOSTEROID TREAT

MENT
Feb-18-2021 13:03:59 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) NO
Time (US & Canada)
2. Treatment Name
Date L ocation User Value Reason
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BNT162b2
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Feb-18-2021 13:03:59 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) Feb/18/2021 09:28
Time (US & Canada)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

5. Anatomical Location:

Date L ocation User Value Reason
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE

Time (US & Canada)

6. Body Side:

Date L ocation User Value Reason
Feb-18-2021 13:03:59 | ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) LEFT

Time (US & Canada)

7. Route:

Date L ocation User Value Reason
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

8. Actual Dose:

Date L ocation User Value Reason
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30.0

Time (US & Canada)

9. Unit:

Date L ocation User Value Reason
Feb-18-2021 13:03:59 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
Feb-18-2021 13:03:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 30 MINUTES

Time (US & Canada)
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001
Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1109
Subject No: 11091084
Generated By: | (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---
Generated Time (GMT): 29-Mar-2021 10:49

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

administration?

Date L ocation User Value Reason
Feb-18-2021 13:03:59 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) YES

Time (US & Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Subject Status

Date

L ocation

User

Value

Reason

Mar-05-2021 09:26:57
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) 4,
(b) (6)

Query 1: Closed

Response satisfies
query

Mar-05-2021 07:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Changed data per
query

Mar-04-2021 20:33:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

form is unfrozen,
please make update

Mar-04-2021 10:59:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

Please unfreeze
VAX102 treatment

page

Mar-04-2021 08:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM1: Thank you
for response on
previous query. If
subject met delay
criteria, Kindly
consider to update
the response for
temporary delay of
vaccination on the
vaccination form of

visit#l. Else

clarify.
Mar-03-2021 10:18:10 | ACVOPFEINFP6000 |/(b) (4), Query 1. Answered VAX4 was
(UTC-05:00) Eastern (b) (6) temporarily
Time (US & Canada) delayed till

prednisone

treatment finished

Mar-02-2021 05:34:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM: Per response
'Vaccine was
delayed dueto
taking prednisone.'
Kindly update 'Was
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Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1109

Subject No: 11091084
(b) (4)

Generated By:

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials. ---

Generated Time (GMT): 29-Mar-2021 10:49

there atemporary
delay of
vaccination? on
VAX formin
V102 VAX4 visit.

Mar-01-2021 02:51:03 | ACVOPFEINFP6000 | (b) (4), Query 1: Reissued:Candidate | If subjectisno

(UTC-05:00) Eastern (b) (6) longer in the trial,

Time (US & Canada) please update the
Disposition Follow
Up form
accordingly.

Feb-26-2021 19:18:24 | ACVOPFEINFP6000 |/(b) (4), Query 1: Answered Vaccine was

(UTC-05:00) Eastern (b) (6) delayed dueto

Time (US & Canada) taking prednisone.

Feb-22-2021 22:46:18 | ACVOPFEINFPG000 | (b) (4), Query 1: Opened DM Q: Visit

(UTC-05:00) Eastern (b) (6) V102 VAX4 was

Time (US & Canada) expected to occur
on 23-JAN-2021.
Please enter data or
confirm reason
why visit has not
yet occurred. If
subject is no longer
inthetrial, please
update the
Disposition Follow
Up form
accordingly.

Sep-22-2020 13:06:18 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) FOLLOW-UP

Time (US & Canada)

Aug-01-2020 14:02:26 | ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) ENROLLED/RANDOMIZE

Time (US & Canada) D

Aug-01-2020 13:58:16 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern (autocalc) SCREENED

Time (US & Canada)

2. Subject Status Date
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090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)

Header Text: c4591001

Vigit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1109

Subject No: 11091084

Generated By: | (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 10:49

Date L ocation User Value Reason
Sep-22-2020 13:06:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Sep/18/2020

Aug-01-2020 14:02:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Aug/1/2020

Aug-01-2020 13:58:16 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Aug/1/2020
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Header Text: c4591001
Vigit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

Site No: 1109 Site Name: (1109) Accel Research Sites - Clinical Research Unit
Subject No: 11091084 Subject Initials: ---

Generated By: | (b) (4) Generated Time (GMT): 29-Mar-2021 10:49

Back to Form

1. Casebook Signature

Date Location User Value Reason
Sep-14-2020 12:35:31 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (4), Click Here to Enable

Time (US & Canada) (b) (6)

090177e196ae3edc\Final\Final On: 01-Apr-2021 05:03 (GMT)
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