090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: -

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Cohort Selection

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

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

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

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED
Date Written Consent Obtained
Sep/2/2020

Page 2 of 216

*** Confidential***
FDA-CBER-2021-5683-0985495




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11401244]
2. | Birth Date: (b) (6) /1953
3. | Sex: FEMALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/2/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 30-Jul-2020 21:29

No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

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

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Screening

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

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Medical History Details

lall | ine/MH Number:

(1]

Disease/Syndrome/Surgery [hypertension]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/1/1995
Ongoing: YES

Lb || Line/MH Number: 2]
Disease/Syndrome/Surgery [hyperlipidemia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/1/2005
Ongoing: YES

1c || Line/MH Number:

(3]

*** Confidential***

Disease/Syndrome/Surgery [Macular degeneration]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Dec/1/2018
Ongoing: YES
1d || Ling/MH Number: [4]

Disease/Syndrome/Surgery [Cholecystectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Sep/1/2012
Ongoing: NO

End Date:

Sep/1/2012
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

1e || Line/MH Number:

(9]

Disease/Syndrome/Surgery [breast cancer bilateral]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/24/2015
Ongoing: NO
End Date:
Jun/24/2015

1f || Line/MH Number:

(6]

Disease/Syndrome/Surgery [breast lumpectomy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Aug/1/2015
Ongoing: NO
End Date:
Aug/1/2015
1.9 || Line/MH Number: [7
Disease/Syndrome/Surgery [intravenous pyelogram dye allergy]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/1956
Ongoing: YES

1h Line/MH Number:

(8]

Disease/Syndrome/Surgery [post-menopausal (19yrs)]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2001
Ongoing: YES

Li || LineMH Number: [9]
Disease/Syndrome/Surgery [GI Cramping]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2012
Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/2/2020
2. |Weight: [152.4]
3. | Unit: LB
4. | Height: [63.25]
5. | Unit: in
6. | Body Mass Index: [26.8]
Vital Signs Details
72| Record Identifier: 1
Temperature: [98.8]
Unit: F
Temperature Location: ORAL CAVITY
Page 9 of 216
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Lab Urinalysis
1. | Lab Pandl: Not Done Comments
2. | Lab Sub-Panel: Not Done Comments
3. | Collection Date: Not Done Comments
I
4. | Laboratory Name and Address Not Done Comments
(Derived)
[
5. | Specimen Type: Not Done Comments
Lab Result
6a Sponsor ID: Not Done Comments
[
Test: Not Done
Choriogonadotropin Beta PX113
Resuilt: Not Done Comments
Not Done: Not Done Comments
Page 10 of 216
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Sep/2/2020
2. | Randomization Number: [249445]
3. | Randomization Group: [1
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/2/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampIeID ‘[BNB4PB]
5b ’SampIeID ‘[BNWXJV]
5¢ ‘SampIeID ‘[BNWXJ\N]
Page 12 of 216
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/2/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample D [BNB4P7]
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/2/2020 13:45
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. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:  (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/25/2020
2. | Erroneous Visit
Page 16 of 216
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/25/2020
Vital SignsDetails
2.a || Record Identifier: 1
Temperature: [98.0]
Unit: F
Temperature Location: ORAL CAVITY
Page 17 of 216
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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
6a Sponsor 1D: Not Applicable Comments
[]
Test: Not Applicable
Choriogonadotropin Beta PX113
Result: Not Applicable Comments
Not Done: Not Applicable Comments
Page 18 of 216
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/25/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPYZ7Z]
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/25/2020 10:37
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. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 20 of 216
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/23/2020
2. | Erroneous Visit
Page 21 of 216
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/23/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa ‘SampIeID ‘[BPSDDN]
5b ’SampIeID ‘[BLGBLC]
5¢ ‘SampIeID ‘[BLGBLD]
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample 1D [

Page 24 of 216
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Header Text: c4591001

Visit: V5_MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample 1D [
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample 1D [
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

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

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Form Version: 20-Feb-2021 02:17
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Signs and Symptoms

1

Date of Assessment:

I

2.

Date of First Symptom Started:

3.

Symptoms Ongoing?

Symptoms

4.

Symptoms:

Was symptom present?

Symptoms - Other

5.

Symptoms - Other Text:
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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Header Text: c4591001

Form Version: 20-Feb-2021 02:19
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Visit: POT_COVID_ILL - New Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

IlIness Details

1. | Category of Clinical Event:

2. | Wasadiagnosis obtained for Potential
COVID-19 llIness?

3. | Toxicity Grade:
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Header Text: c4591001

on Oct/23/2020

Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/23/2020 Comments
2. | Erroneous Visit ERRONEQUSVISIT
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

on Oct/23/2020

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or sample | Not Applicable Comments
was not collected according to
protocol, please provide reason: []
Aliquot
Please enter barcode for each aiquot.
5a ‘SampIeID ‘[] ‘
5b ‘SampIeID ‘[] ‘
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02

Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit
1. | Dateof 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
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: UNPLANNED VISIT
Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Completion/Discontinuation | Oct/23/2020
/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: 1140

Subject No: 11401244

Generated By:  (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Disposition - Follow-Up

1.

Date of Completion/Discontinuation
/Death :

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001

Unscheduled Visit

Site No: 1140
Subject No: 11401244
Generated By:  (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form Version: 10-Oct-2020 15:57

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repesat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID []
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Header Text: c4591001
Visit: Logs

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

# Category AE Identifi Adverse Event Start Date IstheAdverse_ Event Still On Form Instance
er going
1. |ADVERSEEVE |1 Worsening Gl Cramp | Sep/8/2020 08:00 NO Repeating
NT ing End Date Time: Pages

Sep/20/2020 UNK:UNK

*** Confidential***

2. |ADVERSEEVE |2 Small Bowel Obstruc | Sep/8/2020 UNK:U | NO Repeating
NT tion NK End Date Time: Pages
Sep/20/2020 UNK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Worsening GI Cramping]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/8/2020 08:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Sep/20/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. | Isthis event related to study treatment: | NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Subject has history of intermittent Gl issues]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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

RECOVERED/RESOLVED

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

NO

15. | Serious Adverse Event Number: For
Pfizer Use Only

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Small Bowel Obstruction]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sep/8/2020 UNK:UNK
5. | Isthe adverse event till ongoing? NO
End Date Time:
Sep/20/2020 UNK:UNK
6. | Toxicity Grade: 3
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§| hg hospltal!z_anc_)n; Perg stent or Did this serious event require or prolong hospitalization?
significant disability/incapacity; YES
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . anifi disability/i o
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. |Isthisadverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study treatment: | NOT RELATED

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

If Other, specify:
[Pre-existing condition (Gl cramping). See Med Hx]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

*** Confidential***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020358044]
Pfizer Use Only
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Header Text: c4591001

Vigit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1140

Subject No: 11401244

Form: MEDICATION ERROR

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
#| category Medication Er Start Date Isthe medlcathn error Still O | Study Medlcgllon Errors Form Instance
ror ngoing Action
1. [ Not Applica | Not Applicable | Not Applica | Not Applicable Not Applicable Repeating
ble ble Pages
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Form Comments
eCRF Audit Trail History
Medication Error
1. | Category: Not Applicable Comments
2. | Medication Error (Type of Medication | Not Applicable Comments
Error):
[]
3. | Start Date: Not Applicable Comments
I
4. | Isthe medication error still ongoing? | Not Applicable Comments
5. | Latest Action Taken with Study Not Applicable Comments
Treatment:
6. | Was a Concomitant Medication given? | Not Applicable Comments
7. | WasaNon-Drug Treatment given? Not Applicable Comments
8. | Did the Medication Error cause the Not Applicable Comments
subject to be discontinued from the
study?
9. | Wasthis medication error associated | Not Applicable Comments
with any adverse events?
10. | Serious Adverse Event Number: For | Not Applicable Comments
Pfizer Use Only
[]
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Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:03

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Sponsor-Defined | de | Category for Medi | Concomitant Medications Pre | Name of Medic Form Instanc
# o . o . Start Date
ntifier cation -specified ation e
1. [ Not Applicable Not Applicable Not Applicable Not Applicable | Not Applica Repeating
ble Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. [ What isthe medication identifier? Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4, | Medication: Not Applicable Comments
Provide the complete generic drug []

name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

5. | Date: Not Applicable Comments

I

Page 51 of 216

*** Confidential***
FDA-CBER-2021-5683-0985544



090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Vigit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

# Sponsor-Defined |d | Category for Medi | Concomitant Medications Pre | Name of Medic | Dose Descrip | Form Instanc
entifier cation -specified ation tion e
1. [ Not Applicable Not Applicable Not Applicable Not Applicable | Not Applicab Repeating
le Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Form Comments
eCRF Audit Trail History
Concomitant Medications
1. [ What isthe medication identifier? Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4, | Medication: Not Applicable Comments
Provide the complete generic drug []
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: Not Applicable Comments
[]
6. | Dose Unit: Not Applicable Comments
7. | Dose Frequency: Not Applicable Comments
8. | Route: Not Applicable Comments
9. | Start Date: Not Applicable Comments
1
10. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Vigit: Logs
Form Version: 22-Apr-2020 21:02
SiteNo: 1140
Subject No: 11401244

Form: RADIATION TREATMENT

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
# Category Trealmegrt Identifi | Con Non-Drug 'I;rizjlments Pre-spec Treatment Start Date | Form Instance
1. [ Not Applicabl | Not Applicable Not Applicable Not Applicabl | Not Applicabl Repeating
e e e Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: RADIATION TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

Radiation Treatment

*** Confidential***

1. | Category: Not Applicable Comments

2. | What isthe treatment Identifier? Not Applicable Comments
[]

3. | Concomitant Non-drug Treatment Not Applicable Comments

Pre-specified:

4, | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
I

6. | Ongoing? Not Applicable Comments
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Header Text: c4591001

Vigit: Logs

Form Version: 22-Apr-2020 21:03
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: TRANSFUSIONS

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

# Transfusion Type Date of Transfusion Form Instance
1 Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: TRANSFUSIONS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

1. | Transfusion Type: Not Applicable Comments
2. | Date of Transfusion: Not Applicable Comments
I
Page 57 of 216

FDA-CBER-2021-5683-0985550
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Header Text: c4591001

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

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit

1. | Dateof 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: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VITAL SIGNS- TEMP
Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 20-Feb-2021 02:14
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Lab Urinalysis
1. | LabPanel:
2. | Lab Sub-Panel:
3. | Collection Date: 1
4. | Laboratory Name and Address []
(Derived)
5. | Specimen Type:
Lab Result
6. || sponsor 1D: [
Test:
Result:
Not Done:
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Ol | Nl | W[IDN

Unit:

=
o

Timeframe Subject Was Observed

[Eny
=

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

*** Confidential***
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Header Text: c4591001

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

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

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

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date of Visit
1. | Dateof Visit 1
2. | Erroneous Visit
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled
Form Version: 14-Jan-2021 02:29

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE
Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

Page 65 of 216
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form Status: Not Started

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Electronic Sample Tracking

1

DataOrigin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

*** Confidential***
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:  (b) (4)

Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/8/2021
2. | Erroneous Visit
Page 68 of 216
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Form Version: 10-Dec-2020 02:25
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Jan/8/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

Page 70 of 216
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Disposition - Unscheduled

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form Version: 22-Apr-2020 21:03

Form: WITHDRAWAL OF CONSENT
Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DEATH DETAILS CODED
Form Status. Not Started

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244
Generated By:  (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/23/2020
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

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

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable
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Header Text: c4591001

Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Audit Trail
This form requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
Form | Sep-02-2020 14:52:35 (UTC-05:00) Eastern Time | () (), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
Page 76 of 216

*** Confidential***
FDA-CBER-2021-5683-0985569
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
Form | Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | (®) (4). (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
1 Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | () (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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*** Confidential***

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
2 Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | () (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
3 Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | () (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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*** Confidential***

Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
4 Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | () (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
5 Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | () (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4), (b) (6)
Not Done
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4). (b) (6)
Not Done
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4). (b) (6)
Not Done
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item | Date User Comment
6.a |Sep-02-2020 15:00:41 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Subject post-menopausal 19years
(US & Canada) (b) (4). (b) (6)
Not Done
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

Form | Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)

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

Post-menopausal 2001

Not Applicable

Form | Sep-25-2020 11:16:40 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)

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

Post-menopausal 2001
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item |Date User Comment
1 Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time  |(0) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item |Date User Comment
2 Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item |Date User Comment
3 Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item |Date User Comment
4 Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable
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FDA-CBER-2021-5683-0985583




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - Comments
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

*** Confidential***

Item |Date User Comment
5 Sep-25-2020 11:17:12 (UTC-05:00) Eastern Time  |(0) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable
Page 91 of 216

FDA-CBER-2021-5683-0985584




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Sep-25-202011:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable

Page 92 of 216

*** Confidential***
FDA-CBER-2021-5683-0985585




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Sep-25-202011:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable

*** Confidential***

Page 93 of 216

FDA-CBER-2021-5683-0985586




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:49
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
6.a |Sep-25-202011:17:12 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Post-menopausal 2001
(US & Canada) (b) (4), (b) (6)
Not Applicable

Page 94 of 216

*** Confidential***
FDA-CBER-2021-5683-0985587




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments

on Oct/23/2020

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

SiteNo: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment

Form | Oct-27-2020 09:47:42 (UTC-05:00) Eastern Time | (b) (4), (b) (6) NOT APPLICABLE
(US & Canada) (b) (4), (b) (6)

Form | Oct-23-2020 16:42:33 (UTC-05:00) Eastern Time | (b) (4), (b) (6) ENTERED IN ERROR. PLEASE DISREGARD
(US & Canada) (b) (4), (b) (6) THISENTRY

Page 95 of 216

*** Confidential***

FDA-CBER-2021-5683-0985588




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit:
Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

POT_COVID_CONVA 1

Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments
Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Oct-27-2020 09:47:25 (UTC-05:00) Eastern Time | (b) (4). (b) (6) NOT APPLICABLE
(US & Canada) (b) (4), (b) (6)
Page 96 of 216

*** Confidential***
FDA-CBER-2021-5683-0985589




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: POT_COVID_CONVA 1 Form: DATE OF VISIT - ILLNESS CONVALESCENT - Comments
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
3 Oct-26-2020 12:44:26 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 97 of 216

*** Confidential***

FDA-CBER-2021-5683-0985590




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

on Oct/23/2020

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

Form | Oct-26-2020 12:44:14 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)

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

Not Applicable

Page 98 of 216

*** Confidential***
FDA-CBER-2021-5683-0985591




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Form Version: 22-Apr-2020 21:03

Header Text: c4591001
Visit:

POT_COVID_CONVA 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

SiteNo: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
1 Oct-26-2020 12:44:14 (UTC-05:00) Eastern Time  |(0) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 99 of 216

*** Confidential***

FDA-CBER-2021-5683-0985592




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

POT_COVID_CONVA 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item

Date

User

Comment

2

Oct-26-2020 12:44:14 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 100 of 216

*** Confidential***
FDA-CBER-2021-5683-0985593




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Form Version: 22-Apr-2020 21:03

Header Text: c4591001
Visit:

POT_COVID_CONVA 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

SiteNo: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
3 Oct-26-2020 12:44:14 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 101 of 216

*** Confidential***

FDA-CBER-2021-5683-0985594




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit:

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

POT_COVID_CONVA 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item

Date

User

Comment

4

Oct-26-2020 12:44:14 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 102 of 216

*** Confidential***
FDA-CBER-2021-5683-0985595




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1140

Subject No: 11401244
Generated By:| (b) (4)

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

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

Not Applicable

*** Confidential***

Page 103 of 216

FDA-CBER-2021-5683-0985596




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
Page 104 of 216

*** Confidential***
FDA-CBER-2021-5683-0985597




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
2 Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 105 of 216

*** Confidential***

FDA-CBER-2021-5683-0985598




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

3

Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 106 of 216

*** Confidential***
FDA-CBER-2021-5683-0985599




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
4 Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 107 of 216

*** Confidential***

FDA-CBER-2021-5683-0985600




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

5

Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 108 of 216

*** Confidential***
FDA-CBER-2021-5683-0985601




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
6 Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 109 of 216

*** Confidential***

FDA-CBER-2021-5683-0985602




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

7

Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 110 of 216

*** Confidential***
FDA-CBER-2021-5683-0985603




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
8 Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 111 of 216

*** Confidential***

FDA-CBER-2021-5683-0985604




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - Comments
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

9

Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable

Page 112 of 216

*** Confidential***
FDA-CBER-2021-5683-0985605




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
10 |Oct-26-2020 12:45:01 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 113 of 216

*** Confidential***

FDA-CBER-2021-5683-0985606




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
Form | Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time | (b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 114 of 216

*** Confidential***
FDA-CBER-2021-5683-0985607




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
1 Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time  |(b) (4), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

*** Confidential***

Page 115 of 216

FDA-CBER-2021-5683-0985608




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
2 Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time  |(b) (4), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 116 of 216

*** Confidential***
FDA-CBER-2021-5683-0985609




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
3 Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time  |(b) (4), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

*** Confidential***

Page 117 of 216

FDA-CBER-2021-5683-0985610




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
4 Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time  |(b) (4), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 118 of 216

*** Confidential***
FDA-CBER-2021-5683-0985611




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
5 Oct-26-2020 12:45:13 (UTC-05:00) Eastern Time  |(b) (4), () (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

*** Confidential***

Page 119 of 216

FDA-CBER-2021-5683-0985612




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

Form | Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)

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

Not Applicable

Page 120 of 216

*** Confidential***
FDA-CBER-2021-5683-0985613




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
1 Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)

Page 121 of 216

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

2

Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
3 Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

4

Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
5 Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

6

Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
7 Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

8

Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
9 Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

10

Oct-26-2020 12:45:27 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: RADIATION TREATMENT - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

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

Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

1

Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
2 Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
3 Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
4 Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Iltem

Date

User

Comment

5

Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time
(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: RADIATION TREATMENT - Comments
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item | Date User Comment
6 Oct-26-2020 12:45:38 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable

(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: TRANSFUSIONS - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date

User

Comment

Form | Oct-26-2020 12:45:49 (UTC-05:00) Eastern Time | (b) (4), (b) (6)

(US & Canada)

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

Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled Form: TRANSFUSIONS - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials; ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form
Item |Date User Comment
1 Oct-26-2020 12:45:49 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:| (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Item | Date User Comment
2 Oct-26-2020 12:45:49 (UTC-05:00) Eastern Time  |(b) (4), (b) (6) Not Applicable
(US & Canada) (b) (4), (b) (6)
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Header Text: c4591001

Visgit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
(b) (6) N/A Feb-10-2021 17:30:35 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Stephen Thomas | Approved Jan-25-2021 20:01:59 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, |, StephenThomas, 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 Dec-28-2020 11:27:44 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Stephen Thomas | Approved Oct-28-2020 23:15:42 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, StephenThomas, 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 bethe 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: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Select appropriate response - Protocol version

’ Date L ocation User Value Reason
Sep-02-2020 14:51:49 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |24 JUL 2020
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:51:49 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | STAGE 3 COHORTS
(US & Canada)
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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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Consent Was:

‘ Date L ocation User Value Reason
Sep-02-2020 14:51:55 ACVOPFEINFP6000 |(b) (4. (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | OBTAINED
(US & Canada) Date Written Consent Obtained

Sep/2/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Subject ID

‘Date L ocation |User |Value Reason
Sep-02-2020 14:51:40 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern Time (autocalc) | 11401244 previous form
(US & Canada)

‘ 2. Birth Date:

‘Date L ocation |User ’Value Reason
Sep-02-2020 14:50:24 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern Time (autocalc) |(b) (6) 1953
(US & Canada)

’ 3. Sex:

’ Date L ocation User Value Reason
Sep-02-2020 14:52:05 ACVOPFEINFP6000 |(®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (), (b) (6) | FEMALE
(US & Canada)

‘ 4. Ethnicity:

‘ Date L ocation User Value Reason
Sep-02-2020 14:52:05 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) ), (b) (6) | NOT HISPANIC OR LATINO(A) OR
(US & Canada) OF SPANISH ORIGIN

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:52:05 ACVOPFEINFPE000 |(b) (). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | WHITE
(US & Canada)

Page 144 of 216

*** Confidential***
FDA-CBER-2021-5683-0985637




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User Value Reason
Sep-02-2020 14:52:20 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/2/2020
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Date of Completion/Discontinuation/Death

‘ Date L ocation User Value Reason
Sep-02-2020 14:52:54 ACVOPFEINFP6000 |(b) (4. () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/2/2020
(US & Canada)

‘ 2. Phase of Disposition:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:52:54 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Sep-02-2020 14:52:54 ACVOPFEINFP6000 |(®)#.(®)(6) |DataEntry: Initial Entry

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

(b) (4). (b) (6) | COMPLETED
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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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ la

‘ Date L ocation | User | Value Reason
Sep-02-2020 14:53:25 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 1
(US& Canada) Medical History Term: hypertension

Start Date: Sep/1/1995
Ongoing: YES

‘ l.aLine/MH Number:

‘ Date L ocation | User | Value Reason
Sep-02-2020 14:53:25 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

‘ 1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Sep-02-2020 14:53:25 ACVOPFEINFP6000 |®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | hypertension
(US & Canada)

’ 1.a Start Date:

’ Date L ocation User Value Reason
Sep-02-2020 14:53:25 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (), (b) (6) | Sep/1/1995
(US & Canada)

‘ 1.aOngoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:53:25 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) @), (b) (6) | YES
(US & Canada)

|1
‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:53:52 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 2
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Medical History Ter  hyperlipidemi

m: a
Start Date: Sep/1/2005
Ongoing: YES

| 1b Line/MH Number:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:53:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-02-2020 14:53:52 ACVOPFEINFP6000 |(®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (0) (6) | hyperlipidemia
(US & Canada)

‘ 1.b Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:53:52 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/1/2005
(US & Canada)

‘ 1.b Ongoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:53:52 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) ), (b) (6) | YES
(US & Canada)

‘ 1lc

’ Date L ocation | User ’ Value Reason
Sep-02-2020 14:54:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number 3
(US & Canada) :

Medical History T Macular degenera
erm: tion
Start Date: Dec/1/2018
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.cLine/MH Number:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:54:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |3
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:54:32 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Macular degeneration
(US & Canada)

‘ 1.c Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:54:32 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Dec/1/2018
(US & Canada)

‘ 1.c Ongoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:54:32 ACVOPFEINFP6000 |(®)@#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) 6) | YES
(US & Canada)

|1

‘ Date L ocation | User | Value Reason
Sep-02-2020 14:56:06 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 4
(US& Canada) Medical History Ter Cholecystecto

m: my
Start Date: Sep/1/2012
Ongoing: NO
End Date:
Sep/1/2012
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.d Line/MH Number:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:56:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |4
(US & Canada)

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

‘ Date L ocation User Value Reason
Dec-23-2020 18:33:28 ACVOPFEINFPE000 | (b) Query 1: Closed appreciate the
(UTC-05:00) Eastern Time (4), response. Thank you.
(US & Canada) (b) (6)

Dec-23-2020 13:16:57 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered Follow up SAE report

(UTC-05:00) Eastern Time (b) (4), (b) (6) faxed today.

(US & Canada)

Nov-30-2020 14:56:51 ACVOPFEINFP6000 | | (b) (4), (0) | Query 1: Opened Per case narrative, the

(UTC-05:00) Eastern Time (6) subject had an

(US & Canada) endoscopy and
planned exploratory
laparotomy during
hospitalization for
Small bowel
obstruction. Please
provide the
results/outcomein a
FU report. Thank you.

Sep-02-2020 14:56:06 ACVOPFEINFPE000 | (b) (4). (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (@), (b) (6) | Cholecystectomy

(US & Canada)

‘ 1.d Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:56:06 ACVOPFEINFP6000 |®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (), (b) (6) | Sep/1/2012
(US & Canada)

’ 1.d Ongoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:56:06 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), () (6) | NO
(US & Canada) End Date:

Sep/1/2012
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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: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
[1e
‘ Date L ocation User Value Reason
Dec-28-2020 11:27:44 ACVOPFEINFPE000 |(b) (4), (b) (6) |Data Entry: updated per query
(UTC-05:00) Eastern Time (b) @), (b) 6) | | ine/MH Number 5
(US & Canada) :
Medical History T breast cancer bila
erm: teral
Start Date: Jun/24/2015
Ongoing: NO
End Date:
Jun/24/2015
Sep-02-2020 14:56:42 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Line/MH Number 5
(US & Canada) :
Medical History T breast cancer bila
em: teral
Start Date: Jun/24/2015
Ongoing: NO
End Date:
Jun/24/2020
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

‘ 1l.eLine/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Sep-02-2020 14:56:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

’ 1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

‘ Date L ocation User Value Reason
Sep-02-2020 14:56:42 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | breast cancer bilateral
(US & Canada)

‘ 1.e Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:56:42 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Jun/24/2015
(US & Canada)

‘ 1.e Ongoing:

‘ Date L ocation User Value Reason
Dec-30-2020 11:30:28 ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)

Dec-28-2020 11:27:44 ACVOPFEINFP6000 |auto query | Query 2: Answered updated per query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Dec-28-2020 11:27:44 ACVOPFEINFPE000 |(b)(4), (b)(6) |DataEntry: updated per query
(UTC-05:00) Eastern Time (b) (4). (b) (6) | NO
(US & Canada) End Date:
Jun/24/2015
Dec-28-2020 10:57:55 ACVOPFEINFPE000 |(b) (4), Query 2: Opened Per Source Document,
(UTC-05:00) Eastern Time (b) (6) subject was 5 years
(US & Canada) cancer free in 2020.
Please confirm that
the stop date should
be 2015. (When
cancer first ended.)
Dec-28-2020 10:56:04 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Will reeword query.
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Dec-23-2020 15:42:13 ACVOPFEINFP6000 |(0) (4). (b) (6) | Query 1: Answered THAT IS CORRECT
(UTC-05:00) Eastern Time (b) (4), (b) (6) PER SD
(US & Canada)
Dec-23-2020 15:18:42 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please review the Stop
(UTC-05:00) Eastern Time (b) (6) Date. Should it be
(US & Canada) 2015 and not 2020?
Sep-02-2020 14:56:42 ACVOPFEINFP6000 |(®)@. () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NO
(US & Canada) End Date:
Jun/24/2020

1t

‘Date L ocation |User |Value Reason
Sep-02-2020 14:57:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 6

(US & Canada)

rm:
Start Date:
Ongoing:

Medical History Te breast lumpecto

my
Aug/1/2015
NO

End Date:

Aug/1/2015
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.f Line/MH Number:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:57:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (6
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:57:23 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | breast lumpectomy
(US & Canada)

‘ 1f Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:57:23 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Aug/1/2015
(US & Canada)

‘ 1.f Ongoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:57:23 ACVOPFEINFP6000 |(®)@#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NO
(US & Canada) End Date:

Aug/1/2015

‘ 19
’ Date L ocation | User ’ Value Reason
Sep-02-2020 14:59:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Num 7
(US & Canada) ber:

Medical Histo intravenous pyelogra
ry Term: m dye allergy
Start Date: UNK/UNK/1956
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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.gLine/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Sep-02-2020 14:59:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |7
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:59:14 ACVOPFEINFP6000 |(®) (4. () () |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (0) (6) | intravenous pyelogram dye allergy
(US & Canada)

‘ 1.g Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:59:14 ACVOPFEINFP6000 |®)(@:(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) [ UNK/UNK/1956
(US & Canada)

‘ 1.g Ongoing:

‘ Date L ocation User Value Reason
Sep-02-2020 14:59:14 ACVOPFEINFP6000 |()(@). () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) 6) | YES
(US & Canada)

|1h

‘ Date L ocation | User | Value Reason
Sep-02-2020 14:59:40 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Numbe 8
(US & Canada) r:

Medical History post-menopausal (
Term: 19yrs)

Start Date: UNK/UNK/2001
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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.h Line/MH Number:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 14:59:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (8
(US & Canada)

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

‘ Date L ocation User Value Reason
Sep-02-2020 14:59:40 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (0) (6) | post-menopausal (19yrs)

(US & Canada)

‘ 1.h Start Date:

‘ Date L ocation User Value Reason
Sep-02-2020 14:59:40 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (), (b) (6) | UNK/UNK/2001
(US & Canada)
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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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials; ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

| 1.h Ongoing:

’ Date L ocation User Value Reason
Sep-02-2020 14:59:40 ACVOPFEINFP6000 |(®)@#.(®) () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) 4). (b) (6) | YES
(US & Canada)

1

| Date L ocation | User |Value Reason
Sep-17-2020 10:42:14 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 9
(US& Canada) Medical History Ter Gl Cramping

m:

Start Date: UNK/UNK/20
12

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: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

‘ 1.i Line/MH Number:

‘ Date L ocation | User ’Va]ue Reason
Sep-17-2020 10:42:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (9
(US & Canada)
’ 1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
‘ Date L ocation User Value Reason
Sep-23-2020 10:16:56 ACVOPFEINFPE000 | (b) Query 1: Closed Same query has been
(UTC-05:00) Eastern Time (4), placed on AE log.
(US & Canada) (b) (6) Thank you.
Sep-22-2020 13:25:44 ACVOPFEINFPE000 | (b) Query 1: Opened ROUX-EN-Y Surgical
(UTC-05:00) Eastern Time 4), Procedure reported by
(US & Canada) (b) (6) patient during
hospitalization for
"gastrointestinal pain"
SAE. This should be
documented on CRF
for past med history.
Thank you

Sep-17-2020 10:42:14 ACVOPFEINFPE000 |(b) (4). (b) (6) |Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (4), (b) (6) | GI Cramping

(US & Canada)

‘ 1.i Start Date:

‘ Date L ocation User Value Reason
Sep-17-2020 10:42:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | UNK/UNK/2012
(US & Canada)

‘ 1.i Ongoing:

‘ Date L ocation User Value Reason
Sep-17-2020 10:42:14 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | YES
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/2/2020
(US & Canada)

‘ 2. Weight:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |(®)(@). () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) [152.4
(US & Canada)

’ 3. Unit:

’ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |(b)(@). () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | LB
(US & Canada)

‘ 4, Height:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) @), (b) (6) |63.25
(US & Canada)

‘ 5. Unit:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |(b)(@). () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (0) (6) [in
(US & Canada)

’ 6. Body Mass | ndex:

’ Date L ocation | User | Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |26.8
(US & Canada)

[7a
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |®)@#:(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), () 6) | Record Identifier:: 1
(US& Canada) Temperature: 98.8

TemperatureUnit: F

Temperature Locatio ORAL CAVIT

n: Y

’ 7.a Record | dentifier:

’ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |1
(US & Canada)

‘ 7.a Temperature:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | 98.8
(US & Canada)

‘ 7.a Unit:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFP6000 |®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |F
(US & Canada)

’ 7.a Temperature Location:

’ Date L ocation User Value Reason
Sep-02-2020 15:00:21 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | ORAL CAVITY

Page 160 of 216

*** Confidential***
FDA-CBER-2021-5683-0985653




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Lab Pandl:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(b)@.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Done
(US & Canada)

‘ 2. Lab Sub-Pan!:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Done
(US & Canada)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(®)#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Done
(US & Canada)

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Done
(US & Canada)

‘ 5. Specimen Type:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |®)@#.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Done
(US & Canada)

’ 6.a

’ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFPE000 |(b)(4). () (6) | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (0) 4). (®) (6) | sponsor-Defined Identifie Not Don
(US & Canada) r: e

Test:: Not Don
e
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

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

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Result:: Not Don
e
Not Done:: Not Don
e
‘ 6.a Sponsor 1D:
’ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(®)#.(®)(6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

() (4), (b) (6) | Not Done

(US & Canada)

’ 6.a Test:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(B) (4. () (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4), (0) (6) | Not Done

(US & Canada)

‘ 6.a Result:

‘ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(b) (). (b) (6) Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4), (b) (6) | Not Done

(US & Canada)

‘ 6.a Not Done:

’ Date L ocation User Value Reason
Sep-02-2020 15:00:41 ACVOPFEINFP6000 |(®)@#.(®)(6) |DataEntry: Initial Entry

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

(b) (4), (®) (6) | Not Done
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Randomization Date:

‘ Date L ocation User Value Reason
Sep-02-2020 15:04:18 ACVOPFEINFP6000 |(b)@.(®)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/2/2020
(US & Canada)

‘ 2. Randomization Number:

‘ Date L ocation User Value Reason
Sep-02-2020 15:04:18 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | 249445
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Sep-02-2020 15:04:23 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)
’ 2. Sample Type
’ Date L ocation | User | Value Reason
Sep-02-2020 15:04:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)
‘ 3. Sample Collected?
‘ Date L ocation User Value Reason
Sep-03-2020 09:30:17 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Sep-03-2020 08:28:35 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened 'Sample Collected? is
(UTC-05:00) Eastern Time (b) (4), (b) (6) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-02-2020 15:04:23 ACVOPFEINFP6000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-02-2020 15:04:23 ACVOPFEINFP6000 |(b) (@), () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), (b) (6) | YES
(US & Canada) Date of Collection:
Sep/2/2020
‘ 5a
‘ Date L ocation User Value Reason
Sep-03-2020 09:30:17 ACVOPFEINFP6000 |(0) (4). (b) (6) |DataEntry: Initial Entry

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

() 4). () (6) | sampleD: BNB4PB
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (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
SiteNo: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

’ 5.aSample|D

‘ Date L ocation User Value Reason
Sep-03-2020 09:30:17 ACVOPFEINFP6000 |(b)(4).(b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time () (4), (b) (6) | BNB4PB
(US & Canada)

5b

‘ Date L ocation User Value Reason
Sep-03-2020 09:30:44 ACVOPFEINFP6000 |(0) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (@), ) 6) | sample|D: BNWXJV
(US & Canada)

‘ 5.b Sample 1D

’ Date L ocation User Value Reason
Sep-03-2020 09:30:44 ACVOPFEINFPE000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) 6) | BNWXJIV
(US & Canada)

’ 5.c

‘ Date L ocation User Value Reason
Sep-03-2020 09:31:09 ACVOPFEINFP6000 |(b)(4),(b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (@) (0) 6) | Sample |D: BNWXJIW
(US & Canada)

‘ 5.c Sample D

‘ Date L ocation User Value Reason
Sep-03-2020 09:31:09 ACVOPFEINFP6000 |(0) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | BNWXIW
(US & Canada)

Page 165 of 216

*** Confidential***
FDA-CBER-2021-5683-0985658



090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason
Sep-02-2020 15:04:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)
’ 2. Sample Type
’ Date L ocation | User | Value Reason
Sep-02-2020 15:04:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)
‘ 3. Sample Collected?
‘ Date L ocation User Value Reason
Sep-03-2020 09:31:25 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Sep-03-2020 08:28:35 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened 'Sample Collected? is
(UTC-05:00) Eastern Time (b) (4), (b) (6) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-02-2020 15:04:30 ACVOPFEINFP6000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-02-2020 15:04:30 ACVOPFEINFP6000 |(b) (@), () () |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), (b) (6) | YES
(US & Canada) Date of Collection:
Sep/2/2020
‘ 5a
‘ Date L ocation User Value Reason
Sep-03-2020 09:31:25 ACVOPFEINFP6000 |(0) (4). (b) (6) |DataEntry: Initial Entry

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

(b) (4). (b) (6)

Sample ID: BNB4P7
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

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

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

’ 5.aSample|D
‘ Date L ocation User Value Reason
Sep-03-2020 09:31:25 ACVOPFEINFP6000 |(b)(4).(b)(6) |DataEntry: Initial Entry

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

(b) (4). (b) (6) | BNB4P7
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFP6000 |(b)@.(®)(6) |DataEntry: Initial Entry

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

(b) 4), () (6) | NO

‘ 2. Treatment Name

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BLINDED THERAPY

’3. Formulation:

’ Date L ocation | User | Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | INJECTION

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry

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

(b) (4), (b) (6) | Sep/2/2020 13:45

‘ 5. Anatomical Location:

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |(b)(4). () (6) | DataEntry: Initial Entry

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

(b) (4), ) (6) | LEFT

‘ 7. Route:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

‘ Date L ocation | User ’ Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR
(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User | Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry

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

THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

(autocalc)

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

‘ Date L ocation User Value Reason
Sep-02-2020 15:05:30 ACVOPFEINFPE000 |(b)(4). () (6) |DataEntry: Initia Entry

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

(b) (@), () (6) | YES

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

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

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Select appropriate response - Reactogenicity diary collection

‘ Date L ocation User Value Reason
Sep-02-2020 15:05:43 ACVOPFEINFP6000 |(b)@.(®)(6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | NO - REACTOGENICITY E-DIARY
NOT COLLECTED FOR THIS SUBJ
ECT
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User Value Reason

Oct-15-2020 07:04:49 ACVOPFEINFPE000 || (b) Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time @), query

(US & Canada) (0) (6)

Oct-14-2020 12:03:09 ACVOPFEINFP6000 | Gary Steven Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time Friedman query

(US & Canada) (b) (4)

Oct-13-2020 12:24:48 ACVOPFEINFPG000 |(b) (4); (b) (6) Query 1: Answered Symptoms were found

(UTC-05:00) Eastern Time (b) (4), (b) (6) to bedirectly related

(US & Canada) to SAE and therefore
per provider aCOVID
illness visit was not
necessary

Oct-13-2020 12:21:53 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Answered End date updated

(UTC-05:00) Eastern Time (b) (4), (b) (6) accordingly

(US & Canada)

Oct-12-2020 08:31:22 ACVOPFEINFP6000 | Gary Steven Query 2: Opened ABDOMINAL

(UTC-05:00) Eastern Time Friedman CRAMPING AE:

(US & Canada) (b) (4) please confirm that
END DATE for
abdominal cramping
ISor ISNOT the
same END DATE (20
Sep 2020) for the SAE
experienced.

Oct-02-2020 07:43:44 ACVOPFEINFPE000 || (b) (4), Query 1: Opened As per lliness ediary

(UTC-05:00) Eastern Time (b) (6) records, subject

(US & Canada) reported "Yes" for the
question "Have you
experienced any of the
following?’ for the
COVID-19 symptoms
or diagnosison
09SEP2020. But there
isno COVID lliness
visit reported in the
database. Please
clarify.

Sep-25-2020 11:16:03 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/25/2020

(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Date:

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/25/2020
(US & Canada)

[2a

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Record Identifier:: 1
(US& Canada) Temperature: 98.0

TemperatureUnit: F
TemperatureLocati ORAL CAVI
on:: TY

’ 2.a Record I dentifier:

’ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |1
(US & Canada)

‘ 2.a Temperature:

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFPE000 |(b)(4). (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |98.0
(US & Canada)

‘ 2.aUnit:

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |F
(US & Canada)

’ 2.a Temperature Location:

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:14 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4), (b) (6) | ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

(US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Lab Pandl:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 2. Lab Sub-Pan!:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 3. Collection Date:

’ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 4. Laboratory Name and Address (Derived)

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 5. Specimen Type:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 6.a
’ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sponsor-Define Not Applicable
(US & Canada) d I dentifier:

Test:: Choriogonadotropi

n Beta PX113
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Result:: Not Applicable

Not Done:: Not Applicable
Sep-25-2020 11:16:40 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sponsor-Define
(US & Canada) d I dentifier:

Test:: Choriogonadotropi

n Beta PX113

Result::

Not Done::

‘ 6.a Sponsor 1D:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFPG000 |(b) (4). (b) (6) | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 6.a Test:

‘ Date L ocation User Value Reason
Sep-25-2020 11:16:40 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Choriogonadotropin Beta PX113
(US & Canada)

’ 6.a Result:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 6.a Not Done:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:12 ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Data Origin
‘ Date L ocation | User ’ Value Reason

Sep-25-2020 11:17:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE

(US & Canada)
’ 2. Sample Type
’ Date L ocation | User | Value Reason

Sep-25-2020 11:17:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB

(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason

Sep-28-2020 10:39:05 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-26-2020 05:32:40 ACVOPFEINFP&000 |(b) (4), (b) (6) Query 1: Opened '‘Sample Collected? is
(UTC-05:00) Eastern Time (b) (4), (b) (6) Yes, however no

(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Sep-25-2020 11:17:25 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is

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

(autoquery)

Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-25-2020 11:17:25 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | YES
(US & Canada) Date of Collection:
Sep/25/2020
‘ 5a
‘ Date L ocation User Value Reason
Sep-28-2020 10:39:05 ACVOPFEINFP6000 |(0) (4). (b) (6) |DataEntry: Initial Entry

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

(b) (@), (0) 6) | Sample|D: BPYZ7Z

Page 176 of 216

*** Confidential***
FDA-CBER-2021-5683-0985669




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: V2_VAX2 L

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

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

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

’ 5.aSample|D
‘ Date L ocation User Value Reason
Sep-28-2020 10:39:05 ACVOPFEINFP6000 |(b)(4).(b)(6) |DataEntry: Initial Entry

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

(b) (4). (b) (6) |BPYZ7Z
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Wasthere a temporary delay of vaccination?

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

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

(b) (4), (b) (6) |NO

‘ 2. Treatment Name

‘ Date L ocation | User ’ Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BLINDED THERAPY

’3. Formulation:

’ Date L ocation | User | Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | INJECTION

‘ 4. Dose Date Time:

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |Sep/25/2020 10:37

‘ 5. Anatomical Location:

‘ Date L ocation | User ’ Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |LEFT

‘ 7. Route:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
‘ Date L ocation | User ’Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR

(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User | Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | THE PROTOCOL SPECIFIED OBSE
(US & Canada) RVATION PERIOD

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

‘ Date L ocation User Value Reason
Sep-25-2020 11:17:44 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | YES
(US & Canada)
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02

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

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User | Value | Reason

Oct-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by Validation

18:18:01 (b) (4) 1: Clo | Check: VC_Sv001_02

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Oct-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |Dateiscorrect as entered,

12:51:19 (b) (4), (b) (6) 1: Ans | convalescent visit CRF was

(UTC-05:00) wered | entered in error and has been

Eastern Time marked as an erroneous visit.

Us&

Canada)

Oct-26-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5172079;The Date of

05:10:58 (b) (4) 1: Ope | Visit at Visit

(UTC-05:00) ned V3_MONTH1_POSTVAX2_ L

Eastern Time isthe same as the other Date

Us& of Visit at Visit

Canada) POT_COVID_CONVA.
Please review for duplication
and update as appropriate.

Oct-23-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Data | Initial Entry

10:04:29 (b) (4), (b) (6) Entry

(UTC-05:00) M

Eastern Time Oct/23

Us& /2020

Canada)

Page 180 of 216

*** Confidential***
FDA-CBER-2021-5683-0985673




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Data Origin

‘ Date L ocation | User ’ Value Reason
Oct-23-2020 10:04:36 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

’ 2. Sample Type

’ Date L ocation | User | Value Reason
Oct-23-2020 10:04:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-23-2020 16:50:26 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-23-2020 10:04:36 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-23-2020 10:04:36 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | YES
(US & Canada) Date of Collection:
Oct/23/2020

‘ 5a
‘ Date L ocation User Value Reason
Oct-23-2020 16:50:26 ACVOPFEINFPE000 |(b)(4), (b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), (0) (6) | Sample!D: BPSDDN
(US & Canada)

’ 5.aSampleD
‘ Date | L ocation |User |Value | Reason
Oct-23-2020 16:50:26 ACVOPFEINFPE000 |(b)(4). (b) (6) |DataEntry: Initial Entry
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

(UTC-05:00) Eastern Time (b) (4), (b) (6) | BPBDDN
(US & Canada)

‘ 5b

’ Date | L ocation | User ’ Value | Reason
Oct-23-2020 16:50:38 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) @), ®) (6) | sSample|D: BLGBLC
(US & Canada)

’ 5.b Sample D

‘ Date L ocation User Value Reason
Oct-23-2020 16:50:38 ACVOPFEINFP6000 |(b)(4),(b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) 6) | BLGBLC
(US & Canada)

[sc

‘ Date L ocation User Value Reason
Oct-23-2020 16:50:47 ACVOPFEINFPE000 |(b) (), (b)(6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) ). (0) 6) | sSample|D: BLGBLD
(US & Canada)

‘ 5.c Sample D

’ Date L ocation User Value Reason
Oct-23-2020 16:50:47 ACVOPFEINFPE000 |(b)(4), (b) (6) |DataEntry: Initial Entry

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

(b) (4). (b) (6) | BLGBLD
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail
on Oct/23/2020 History

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

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:  (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Date of Visit

‘ Date L ocation User | Value | Reason

Oct-27-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Response satisfies query
16:20:50 2:Clo

(UTC-05:00) sed
Eastern Time

Us&

Canada)

Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | FORM LEVEL COMMENT
09:48:16 (b) (4). (b) (6) 2: Ans [ ISUPDATED TO "NOT
(UTC-05:00) wered | APPLICABLE" PER QUERY
Eastern Time

Us&

Canada)

Oct-27-2020 | ACVOPFEINFP6000 (b) Query | Response satisfies query
06:08:22 (4), 1: Clo
(UTC-05:00) (b) (6 sed
Eastern Time
(Us&
Canada)
Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [DM: Visitisinitiated in error,
05:22:35 2: Op | please consider adding form
(UTC-05:00) ened |level comment "Not
Eastern Time applicable" in all forms. Thank
Us& you.
Canada)
Oct-26-2020 | ACVOPFEINFP6000 () (4), (b) (6) Query | Visit was entered in error,
09:34:17 (b) (4), (b) (6) 1: Ans | please see the form level
(UTC-05:00) wered | comment
Eastern Time
Us&
Canada)
Oct-26-2020 | ACVOPFEINFP6000 auto query Query | Erroneous Visit is marked, but
09:33:39 (autoquery) 2: Can | date of visit isentered. Please
(UTC-05:00) didate | check whether other
Eastern Time assessments are performed at
Us& thisvisit.
Canada)
Oct-26-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5172080;The Date of
05:10:58 (b) (4) 1: Op |Viditat Visit
(UTC-05:00) ened |[POT_COVID_CONVA isthe
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail

on Oct/23/2020

Form Version: 22-Apr-2020 21:04

History

Form Status: Data Complete, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Eastern Time same as the other Date of Visit

Us& at Visit

Canada) V3_MONTH1_POSTVAX2 L.
Please review for duplication
and update as appropriate.

Oct-23-2020 | ACVOPFEINFP6000 (b) (4). (b) (6) Data | Initial Entry

16:34:52 (b) (4). (b) (6) Entry

(UTC-05:00) M

Eastern Time Oct/2

Us& 3/202

Canada) 0

‘ 2. Erroneous Visit

‘ Date L ocation User Value Reason
Oct-26-2020 10:44:22 ACVOPFEINFPE000 | (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (4), Query
(US & Canada) (b)

(6)
Oct-26-2020 09:33:39 ACVOPFEINFP6000 |auto query | Query 1: Answered Initial Entry
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-26-2020 09:33:39 ACVOPFEINFPE000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | ERRONEOUSVISIT
(US & Canada)
Oct-25-2020 11:44:48 ACVOPFEINFPE000 | (b) Query 1: Opened Clinica Query: If
(UTC-05:00) Eastern Time (4), entered in error,
(US & Canada) (b) please tick erroneous
(6) visit
|3.COVID-19 IlIness Visit:

‘ Date L ocation User Value Reason
Oct-26-2020 12:44:26 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

Oct-23-2020 16:38:45 ACVOPFEINFP6000 |(b) (). (b)(6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (b) (4). (b) (6)
(US & Canada)
Oct-23-2020 16:34:52 ACVOPFEINFP6000 |(b)(4). (b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | COVID_A1
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Oct/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Data Origin

‘Date L ocation |User |Value Reason
Oct-26-2020 12:44:14 ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)

Oct-23-2020 16:39:07 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-23-2020 16:37:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | SITE

(US & Canada)

‘ 2. Sample Type

‘Date L ocation |User |Value Reason
Oct-26-2020 12:44:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)

Oct-23-2020 16:39:07 ACVOPFEINFP6000 | auto calc Data Entry: Transcription Error
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-23-2020 16:37:36 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM

(US & Canada)

‘ 3. Sample Collected?

‘ Date L ocation User Value Reason
Oct-26-2020 12:44:14 ACVOPFEINFPE000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

Oct-23-2020 16:39:07 ACVOPFEINFP6000 |()(4).()(6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (b) (4), (b) (6)

(US & Canada)

Oct-23-2020 16:37:49 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Oct-23-2020 16:37:36 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no

*** Confidential***

Page 185 of 216

FDA-CBER-2021-5683-0985678




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

on Oct/23/2020

Form Version: 22-Apr-2020 21:03

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

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

Oct-23-2020 16:37:36 ACVOPFEINFP6000 |(b)(4). (b)(6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (b) (4), (b) 6) |YES

(US & Canada) Date of Collection:

Oct/23/2020

‘ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

‘ Date L ocation User Value Reason
Oct-26-2020 12:44:14 ACVOPFEINFPE000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 5a

‘ Date L ocation User Value Reason
Oct-23-2020 16:39:16 ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (b) (4), () (6) | sample|D:

(US & Canada)

Oct-23-2020 16:37:49 ACVOPFEINFPE000 |(b) (4). (b) (6) | Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (4), (0) (6) | sample|D: BLGBLC

(US & Canada)

‘ 5.a Sample D

‘Date L ocation User Value Reason
Oct-23-2020 16:39:16 ACVOPFEINFP6E000 |(b) (4), (b) (6) | Data Entry: Transcription Error
(UTC-05:00) Eastern Time (b) (4). (b) (6)

(US & Canada)

Oct-23-2020 16:37:49 ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (b) (4). (b) (6) | BLGBLC

(US & Canada)

|5b

‘ Date L ocation User Value Reason
Oct-23-2020 16:39:24 ACVOPFEINFP6000 |(b) (4).(b) (6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (0) @), ®) (6) | sample!D:

(US & Canada)

Oct-23-2020 16:38:05 ACVOPFEINFP6000 |(®)(4).(b)(6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4). (b) (6)

Sample | D: BPS8DDN
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Subject No: 11401244
Generated By:| (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

on Oct/23/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

‘ (US & Canada) | | | |

‘ 5.b Sample D

‘Date |Location ‘User |VaJue ‘Reason
Oct-23-2020 16:39:24 ACVOPFEINFP6000 |(b) (4).(b)(6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (b) (4). (b) (6)

(US & Canada)

Oct-23-2020 16:38:05 ACVOPFEINFP6000 |(®) (4).(b)(6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4). (b) (6) | BPSBDDN

(US & Canada)

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244
Generated By:  (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date of Completion/Discontinuation/Death :

’ Date L ocation User Value Reason
Oct-23-2020 10:04:47 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |Oct/23/2020

‘ 2. Phase of Disposition:

‘ Date L ocation | User | Value Reason
Oct-23-2020 10:04:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | VACCINATION

(US & Canada)

‘ 3. Status:

‘ Date L ocation User Value Reason
Oct-23-2020 10:04:47 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | COMPLETED
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1140
Subject No: 11401244
Generated By:  (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Date

L ocation

User Value

Reason

Sep-14-2020 12:07:19
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG6000

(b) (4), (b) (6) | Form Created
(b) (4), (b) (6)

*** Confidential***
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

Date

L ocation

User Value

Reason

Sep-22-2020 12:36:08
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

() (4), (b) (6) |Form Created
(b) (4), (b) (6)
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Back to Form

’ 1. Category:

‘ Date L ocation | User |Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

‘ 2. AE ID:

‘ Date L ocation | User ’ Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-19-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Closed | Response

10:16:21 satisfies query

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-18-2020 ACVOPFEINFP6000 auto query Query 1: Answe | Changed

12:57:51 (autoquery) red Information

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-18-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Changed

12:57:51 (b) (4), (b) (6) Worsening Gl C | Information

(UTC-05:00) ramping

Eastern Time (US

& Canada)

Sep-18-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Opene | The AE GI

09:54:02 (b) (4) d Cramping was

(UTC-05:00) reported but is

Eastern Time (US asolistedin

& Canada) Medical
History. Please
clarify if thisis
aworsening of
the baseline
condition, and
if so, please
consider adding

*** Confidential***

Page 191 of 216

FDA-CBER-2021-5683-0985684




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

"worsening" to
the AE term.
AE as baseline
conditions
should only be
reported as AEs
if they worsen.
"[newtod07
SDQ=9124]"
Sep-14-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
12:07:19 (b) (4), (b) (6) Gl Cramping
(UTC-05:00)
Eastern Time (US
& Canada)
‘ 4. Start Date Time:
‘ Date L ocation User Value Reason
Sep-24-2020 11:33:07 ACVOPFEINFP6000 | Gary Steven | Query 2: Closed Response satisfies query
(UTC-05:00) Eastern Time Friedman
(US & Canada) (b) (4)
Sep-23-2020 15:51:23 ACVOPFEINFP6000 | auto query Query 2: Answered Updated as per SAE
(UTC-05:00) Eastern Time (autoquery) narrative note
(US & Canada)
Sep-23-2020 15:51:23 ACVOPFEINFP6000 | (®) @, (b) (6) Data Entry: Updated as per SAE
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/8/2020 08:00 narrative note
(US & Canada)
Sep-18-2020 06:24:58 ACVOPFEINFPE000 || (b) (4), Query 1: Closed onset date in SDB
(UTC-05:00) Eastern Time (b) (6) updated to 09Sep2020.
(US & Canada)
Sep-16-2020 08:47:23 ACVOPFEINFPE000 | Gary Steven | Query 2: Opened ROUX-EN-Y Surgical
(UTC-05:00) Eastern Time Friedman Procedure reported by
(US & Canada) (b) (4) patient during
hospitalization for
"gastrointestinal pain"
SAE. This should be
documented on CRF for
past med history
Sep-16-2020 08:32:20 ACVOPFEINFP6000 || (b) (4), Query 1: Opened SAE RECON:
(UTC-05:00) Eastern Time (b) (6) AER#2020358044,0nset
(US & Canada) date was reported as
14Sep2020 in Safety
database however
reported as 09Sep2020

on AE CRF. Please
confirm correct Onset
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Date. If safety update is
required, please submit
afollow-up SAE form.

Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/9/2020 08:00
(US & Canada)

‘ 5. Isthe adverse event still ongoing?

‘ Date L ocation User Value Reason
Oct-13-2020 12:23:14 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: New Information
(UTC-05:00) Eastern Time (b) ), (b) (6) |NO
(US & Canada) End Date Time:

Sep/20/2020 UNK:UNK
Oct-12-2020 08:35:36 ACVOPFEINFP6000 |Gary Steven | Query 1. Closed QUERY REISSUED
(UTC-05:00) Eastern Time Friedman on aviewable CRF.
(US & Canada) (b) (4) Therefore will close
this query.
Oct-06-2020 16:45:59 ACVOPFEINFP6000 |Gary Steven | Query 1: Opened WORSENING Gl
(UTC-05:00) Eastern Time Friedman CRAMPING: please
(US & Canada) (b) (4) provide END DATE
consistent with SAE
END DATE.
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | YES
(US & Canada)

‘ 6. Toxicity Grade:

‘ Date L ocation User Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (@), (b) (6) |3

(US & Canada)

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date | L ocation ’ User ‘ Value | Reason
Sep-28-2020 05:59:23 ACVOPFEINFP6000 | auto query Query 3: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Time (US & Canada)

Sep-28-2020 05:58:42 ACVOPFEINFPE000 | (b) (4), Query 2: Closed Response satisfies query

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

Time (US & Canada)

Sep-25-2020 11:46:47 ACVOPFEINFP6000 | auto query Query 3: Candidate For AE Worsening Gl

(UTC-05:00) Eastern (autoquery) Cramping: Responseto "Is

Time (US & Canada) the adverse event serious?' is
‘No' but " Serious Adverse
Event Number" is present.

Sep-25-2020 11:46:47 ACVOPFEINFP6000 | auto query Query 2: Answered Changed Information

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-25-2020 11:46:47 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Changed Information

(UTC-05:00) Eastern (b) (4), (b) (6) | NO

Time (US & Canada)

Sep-25-2020 07:29:22 ACVOPFEINFPE000 | (b) (4), Query 2: Opened SAE RECON:

(UTC-05:00) Eastern (b) (6) AER#2020358044,Worsening

Time (US & Canada) Gl cramping was removed in
theterm in Safety database
however, still reported as
seriousin AE CRF. Please
confirm seriousness If this
event is not serious,
downgrade the event on AE
CRF

Sep-16-2020 08:28:05 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-15-2020 06:48:06 ACVOPFEINFPE000 | (b) (4), Query 1: Opened SAE RECON:GI

(UTC-05:00) Eastern (b) (6) Cramping(Onset

Time (US & Canada) date:09Sep2020) is not
reported on SAE Report
Form but marked serious on
AE CRF. Confirm
seriousness and report to
Pfizer immediately. If this
event is not serious,
downgrade the event on AE
CRF

Sep-14-2020 12:07:19 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE GI Cramping:

(UTC-05:00) Eastern (autoquery) Response to "Isthe adverse

Time (US & Canada) event serious?’ is'Yes but
"Serious Adverse Event
Number" is blank.

Page 194 of 216

*** Confidential***
FDA-CBER-2021-5683-0985687




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

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, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4), () (6) | YES
Time (US & Canada) Isthis serious event associated

with congenital anomaly or bir

th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important seri
ous event

NO

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

‘ Date L ocation User Value Reason
Sep-14-2020 12:07:30 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) ), (b) (6) |NO
(US & Canada)

’ 9. Isthis event related to study treatment:

’ Date L ocation User Value Reason
Sep-20-2020 20:48:06 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Sep-17-2020 10:42:46 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Answered Gl Cramping added to
(UTC-05:00) Eastern Time (b) (4), (b) (6) med hx
(US & Canada)
Sep-16-2020 02:24:39 ACVOPFEINFPE000 |(b) (4), Query 1: Opened ClinQuery: Gl
(UTC-05:00) Eastern Time (b) (6) Cramping:Question 9
(US & Canada) statesthis AE isrelated
to ahistory of Gl
cramps, but nothing
listed in the medhx.
Please review and
update as appropriate.
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NOT RELATED
(US & Canada) If Not Related to study treatment(s)
, thisevent isdueto:
OTHER
If Other, specify:
Subject has history of intermitt
ent Gl issues

’ 10. Latest Action Taken with Study Treatment:

’ Date L ocation User Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NOT APPLICABLE
(US & Canada)

‘ 11. Was a Concomitant Medication given?

‘ Date L ocation User Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4). (b) (6) [NO
(US & Canada)

‘ 12. Was a Non-Drug Treatment given?

‘ Date L ocation User Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFPE000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) @), (b) (6) |NO
(US & Canada)

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

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

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

Oct-13-2020 12:23:28
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Closed

Close Auto Query

Oct-13-2020 12:23:28
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPE000 |((b) (4), (b)(6) |Data Entry:
(b) (4), (b) (6) | RECOVERED/RESOLVED

New Information

Oct-13-2020 12:23:14
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | auto query
(autoquery)

Query 1: Opened

For AE Worsening Gl
Cramping: Response
to "What was the
outcome of this
adverse event?' is'Not
Recovered/Not
Resolved' but AE End
Date/Timeis present.

Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NOT RECOVERED/NOT RESOLV
(US & Canada) ED

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

‘ Date L ocation User Value Reason
Sep-14-2020 12:07:19 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NO
(US & Canada)

’ 15. Serious Adverse Event Number: For Pfizer Use Only

‘ Date L ocation | User | Value Reason
Sep-28-2020 05:59:23 ACVOPFEINFPE000 | (b) (4), Data Entry: event seriousness
(UTC-05:00) Eastern Time (b) (6) downgraded to No in
(US & Canada) Inform. Issue resolved
Sep-16-2020 08:28:05 ACVOPFEINFP6000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 2020358044
(US & Canada)
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Category:

‘ Date L ocation | User ’ Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Jan-25-2021 17:37:38 ACVOPFEINFP6000 (b) Query 3: Closed Response satisfies

(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Jan-20-2021 13:33:59 ACVOPFEINFP6000 |(b) (4), (b) 6) | Query 3: Answered Yes, these are

(UTC-05:00) Eastern Time (b) (4), (b) (6) symptoms of the

(US & Canada) diagnosis and do not
need to be added as
separate entries on the
AE log.

Jan-15-2021 12:14:36 ACVOPFEINFP6000 || (b) Query 3: Reissued:Opened Please confirm thisis a

(UTC-05:00) Eastern Time (4), symptoms of the

(US & Canada) (b) (6) diagnosis. If so, then no
additional reporting to
AE log isrequired.

Jan-13-2021 12:58:32 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Answered Bulbitis’duodenitis are

(UTC-05:00) Eastern Time (b) (4), (b) (6) the findings to the

(US & Canada) already reported AE-
Small Bowel
Obstruction

Jan-12-2021 14:46:51 ACVOPFEINFP6000 || (b) Query 3: Opened Clinical_ Per SAE

(UTC-05:00) Eastern Time (4), report, subject had a

(US & Canada) (b) (6) biopsy report
“consistent with
bulbitis/duodenitis’.

Kindly reviseif thisis

Page 198 of 216

*** Confidential***
FDA-CBER-2021-5683-0985691
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Header Text: c4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

an additional/separate
AE and if appropriate,
please update AE log
accordingly. Thanks.

Oct-24-2020 19:33:58 ACVOPFEINFPE000 || (b) Query 2: Closed THANK YOU.

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

(US & Canada) (b) (6)

Oct-22-2020 16:24:12 ACVOPFEINFPE000 |(b) (4), (b) (6) Query 2: Answered SAE FOLLOW/UP

(UTC-05:00) Eastern Time (b) (4), (b) (6) REPORT UPDATED

(US & Canada)

Oct-21-2020 11:13:24 ACVOPFEINFP6000 || (b) Query 2: Opened COVID testing has not

(UTC-05:00) Eastern Time (4), been reported in the

(US & Canada) (b) (6) SAE submitted to
safety. Please submit a
follow-up SAE form to
provide whether
COVID testing was
performed (yes/no) and
if yes, the results.
Thank you.

Sep-24-2020 05:12:24 ACVOPFEINFP6000 | (b) (4), Query 1: Closed event recorded in SDB

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

(US & Canada)

Sep-23-2020 05:45:58 ACVOPFEINFPE000 || (b) (4), Query 1: Opened SAE RECON: Small

(UTC-05:00) Eastern Time (b) (6) Bowel

(US & Canada) Obstruction(Onset
date:09Sep2020) is not
reported to Safety
database but marked

seriouson AE CRF.
Confirm seriousness
and report to Pfizer
immediately. If this
event is not serious,

downgrade the event
on AE CRF
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Small Bowel Obstruction
(US & Canada)

’ 4, Start Date Time:

‘ Date L ocation User Value Reason
Sep-25-2020 07:23:01 ACVOPFEINFPE000 | (b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Sep-24-2020 13:17:53 ACVOPFEINFPE000 |(b) (4). (b) (6) Query 1: Answered Onset date changed to

(UTC-05:00) Eastern Time (b) (4), (b) (6) 08Sep2020 and

(US & Canada) follow-up SAE form
sent to reflect this
change.

Sep-24-2020 05:14:57 ACVOPFEINFPE000 | (b) (4), Query 1: Opened SAE RECON:

(UTC-05:00) Eastern Time (b) (6) AER#2020358044

(US & Canada)

Sep-23-2020 15:48:06 ACVOPFEINFPE000 | () (4), (b) (6) Data Entry: Updated as per SAE

(UTC-05:00) Eastern Time (b) (4), (b) (6) Sep/8/2020 UNK:UNK narrative

(US & Canada)

Sep-22-2020 12:36:08 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (b) (4), (b) (6) | Sep/9/2020 UNK:UNK

(US & Canada)

’ 5. Isthe adverse event till ongoing?

’ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), () (6) |NO
(US & Canada) End Date Time:

Sep/20/2020 UNK:UNK

’ 6. Toxicity Grade:

‘ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |3

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
Sep-24-2020 05:12:30 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-22-2020 12:36:08 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Small Bowel
(UTC-05:00) Eastern Time (autoquery) Obstruction :

(US & Canada) Responseto "Isthe
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-22-2020 12:36:08 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), () (6) | YES
(US & Canada) Isthis serious event associated with

congenital anomaly or birth defect?
NO
Did this serious event result in deat
h?
NO
Did this serious event require or pro
long hospitalization?
YES
Did this serious event result in persi
stent or significant disability/incapa
city?
NO
Isthis serious event life threatening
?
NO
Other medically important serious e
vent
NO
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) |NO
(US & Canada)

‘ 9. Isthis event related to study treatment:

‘ Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1140

Site Name: (1140) SUNY Upstate Medical University

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Sep-25-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: Closed | Response
07:41:29 satisfies query
(UTC-05:00)
Eastern Time
(US & Canada)
Sep-24-2020 ACVOPFEINFP6000 auto query Query 1: Answe | Updated as per
14:07:08 (autoquery) red query request
(UTC-05:00)
Eastern Time
(US & Canada)
Sep-24-2020 ACVOPFEINFPE000 (b) (4), (b) (6) Data Entry: Updated as per
14:07:08 (b) (4), (b) (6) NOT RELATE | query request
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treatm
ent(s), thiseve
nt is due to:
OTHER
If Other, sp
ecify:
Pre-existi
ng conditi
on (Gl cra
mping). S
eeMed H
X
Sep-24-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. Opene | Please review
13:43:52 (b) (4) d "If not related to
(UTC-05:00) study treatment
Eastern Time other” field, the
(US & Canada) following text
wasindicated in
the comment
field [stomach
cramps]. Any
symptoms, AEs
or other key
data should be
collected on the
appropriate
page. If thisis
aready in the
predefined list
above please
choose the
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Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1140

Subject No: 11401244

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
appropriate
value. Please
review and
update as
necessary.
"[cefallO1
SDQ=11534]"
Sep-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
12:36:08 (b) (4), (b) (6) NOT RELATE
(UTC-05:00) D
Eastern Time If Not Related
(US & Canada) to study treatm
ent(s), thiseve
nt isdue to:
OTHER
If Other, sp
ecify:
History of
recurrent
stomach ¢
ramps

’ 10. Latest Action Taken with Study Treatment:

’ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NOT APPLICABLE
(US & Canada)

‘ 11. Was a Concomitant Medication given?

‘ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NO
(US & Canada)

‘ 12. Was a Non-Drug Treatment given?

‘ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |NO

’ 13. What was the outcome of this adverse event?:
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---
Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
Date L ocation User Value Reason
Sep-25-2020 07:24:31 ACVOPFEINFPE000 | (b) (4), Query 1: Closed Response satisfies query
(UTC-05:00) Eastern (b) (6)
Time (US & Canada)
ACVOPFEINFPE000 | () (4). (b) (6)

Sep-24-2020 14:07:42
(UTC-05:00) Eastern

Query 1: Answered Follow-up SAE form

(b) (4), (b) (6) submitted to reflect date of

Time (US & Canada)

Time (US & Canada) recovery
Sep-24-2020 05:15:50 ACVOPFEINFPS000 | (b) (4), Query 1: Opened SAE
(UTC-05:00) Eastern (b) (6) RECON:AER#2020358044

,outcome was reported as
NOT RECOVERED/NOT
RESOLVED to Safety DB
however, recorded as
RECOVERED/RESOLVED
on AE CRF. Please confirm
correct outcome. If safety
update is required, please
submit afollow-up form.

Sep-22-2020 12:36:08 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern (b) (4), (b) (6) | RECOVERED/RESOLVED
Time (US & Canada)

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

‘ Date L ocation User Value Reason
Sep-22-2020 12:36:08 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | NO
(US & Canada)

‘ 15. Serious Adverse Event Number: For Pfizer Use Only

‘Date L ocation ‘User |Value Reason
Sep-24-2020 05:12:30 ACVOPFEINFPE000 || (b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 2020358044
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - eCRF Audit Trail History
Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Category:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 2. Medication Error (Type of Medication Error):

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 3. Start Date:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 4. | sthe medication error still ongoing?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:.01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 5. Latest Action Taken with Study Treatment:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 6. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 7. Was a Non-Drug Treatment given?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University

Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44
‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable

(US & Canada)

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

’ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 9. Was this medication error associated with any adver se events?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 10. Serious Adverse Event Number: For Pfizer Use Only

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:01 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

Page 206 of 216

*** Confidential***
FDA-CBER-2021-5683-0985699




090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 2. Category:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:13 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 3. Concomitant Medications Pre-specified:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:13 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter the full
trade or proprietary name. I nclude clarifying information in the Medication text (e.g., Ingredient(s), route, use, formulation).

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:13 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 5. Date:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:13 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable

(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trall
History

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

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. What is the medication identifier?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (), (b) (6) | Not Applicable

(US & Canada)

’ 2. Category:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | Not Applicable

‘ 3. Concomitant Medications Pre-specified:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | Not Applicable

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. I nclude clarifying information in the Medication text (e.g., Ingredient(s), route, use, formulation).

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 5. Dose:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4), (b) (6) | Not Applicable

(US & Canada)

‘ 6. Dose Unit:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(b) (@), (b) (6) | Not Applicable
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Header Text: c4591001
Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit Trail
History

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

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

‘ (US & Canada)

‘ 7. Dose Frequency:

‘Date ’Location |User ’VaJue |Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(b) (), (b) (6) | Not Applicable

(US & Canada)

‘ 8. Route:

’ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (@), (b) (6) | Not Applicable

(US & Canada)

’ 9. Start Date:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(b) (4), (b) (6) | Not Applicable

(US & Canada)

‘ 10. Ongoing?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:27 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry

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

(b) (), (b) (6) | Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

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

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Category:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 2. What isthe treatment | dentifier?

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

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

’ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 4. Treatment:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 5. Start Date:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

’ 6. Ongoing?

’ Date L ocation User Value Reason
Oct-26-2020 12:45:38 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: TRANSFUSIONS - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

‘ 1. Transfusion Type:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Not Applicable
(US & Canada)

‘ 2. Date of Transfusion:

‘ Date L ocation User Value Reason
Oct-26-2020 12:45:49 ACVOPFEINFP6000 |(b)(4), (b) (6) |DataEntry: Initial Entry

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

(b) (), (b) (6) | Not Applicable
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Vigit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status; Data Complete, Verified

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date of Visit

’ Date L ocation User Value Reason
Feb-10-2021 17:30:48 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | Jan/8/2021
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Site No: 1140
Subject No: 11401244
Generated By:| (b) (4)

History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site Name: (1140) SUNY Upstate Medical University
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:44

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

Back to Form

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

‘ Date L ocation User Value Reason
Feb-10-2021 17:30:57 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) |Participant iswilling to return for Vac
cination 3
Participant is:

eligible and NOT confirmed to ha
ve received only placebo at Vaccin
ation 1/2
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1140

Subject No: 11401244

Generated By:  (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Date Treatment Unblinded :

’ Date L ocation User Value Reason
Feb-10-2021 17:30:35 ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4), (b) (6) | Jan/8/2021
(US & Canada)

‘ 2. Primary Reason for Unblinding:

‘ Date L ocation User Value Reason
Feb-10-2021 17:30:35 ACVOPFEINFP6000 |(b) (4), (b)(6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | ASSESSELIGIBILITY FORADDIT
IONAL VACCINATION
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status; Data Complete, Verified

Site No: 1140 Site Name: (1140) SUNY Upstate Medical University
Subject No: 11401244 Subject Initials: ---

Generated By:| (b) (4) Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Subject Status

’ Date L ocation | User | Value Reason
Oct-23-2020 10:04:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP

(US & Canada)

Sep-02-2020 15:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Sep-02-2020 14:52:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENED

(US & Canada)

’ 2. Subject Status Date

‘ Date L ocation | User | Value Reason
Oct-23-2020 10:04:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Oct/23/2020
(US & Canada)

Sep-02-2020 15:04:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sep/2/2020

(US & Canada)

Sep-02-2020 14:52:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sep/2/2020

(US & Canada)
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090177e196ae30f8\Final\Final On: 01-Apr-2021 04:21 (GMT)

Header Text: c4591001

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

Site No: 1140

Subject No: 11401244

Generated By:| (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1140) SUNY Upstate Medical University

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:44

Back to Form

’ 1. Casebook Signature

’ Date L ocation User Value Reason
Oct-28-2020 13:19:06 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

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

(b) (4), (b) (6) | Click Hereto Enable
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