090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

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 | 06 OCT 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: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Oct/19/2020

Page 2 of 334
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [10051293]
2. | Birth Date: (b) (6)/1960
3. | Sex: MALE
4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racia Designation:
Page 3 of 334
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/19/2020
2. | Erroneous Visit
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Site

Header Text: c4591001
Visit: V1 DAY1 VAX1 L
Form Version: 10-Oct-2020 16:00

No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Criterion Not Applicable
Not Met
Exclusion CriteriaMet
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Oct/19/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

1a|l| ing/MH Number:

(1]

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

Allergies:

Start Date: UNK/UNK/2017
Ongoing: YES

1b || Line/MH Number:

(2

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

[Gastroesophageal reflux disease]

Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

1c || Lineg/MH Number:

(3]

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

[HIGH CHOLESTEROL]

*** Confidential***

Allergies:
Start Date: Jan/UNK/2020
Ongoing: YES
Ld || Line/MH Number: [4]
Disease/Syndrome/Surgery [VASECTOMY]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2005
Page 7 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

1e || Line/MH Number:

(9]

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

[CERVICAL FUSION]

Allergies:
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/2013

11| Line/MH Number:

(6l

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

[RIGHT INGUINAL HERNIA REPAIR]

Allergies:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
19 || Line/MH Number: [7

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

[Alcohol Use Disorder]

Allergies:
Start Date: UNK/UNK/1973
Ongoing: YES

Page 8 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:57
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: HIV STATUS

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

HIV Status

1

Select appropriate response - What is
the subject HIV status?

The subject isNOT known to be HIV POSITIVE

*** Confidential***

Page 9 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs
1. |Date: Oct/19/2020
2. | Weight: [206.6]
3. [ Unit: LB
4. | Height: [72.3]
5. | Unit: in
6. | Body Mass Index: [27.8]
Vital Signs Details
72 || Record Identifier: 1
Temperature: [96.7]
Unit: F
Temperature Location: ORAL CAVITY
Page 10 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Oct/19/2020
2. | Randomization Number: [270739]
3. | Randomization Group: []
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
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 [BJBWSK]
5b ‘SampIeID ‘[BJSWSL]
5¢ ‘SampIeID ‘[BPBOGJ]
5d || sample 1D [BPBO6K]
5€ || sample D [BPBO6L]
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/19/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sampleID [BPB0J6]
Page 13 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Oct/19/2020 08:47
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: []
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 14 of 334
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

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: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Date of Visit Not Done Comments
Il
2. | Erroneous Visit Not Done Comments
Page 16 of 334
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Header Text: c4591001
Visit: V2 VAX2 L
Form Version: 20-Feb-2021 02:16
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: VITAL SIGNS - TEMP
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Not Done Comments
Il
Vital Signs Details
2.a || Record Identifier: Not Done
1
Temperature: Not Done Comments
[]
Unit: Not Done Comments
Temperature Location: Not Done Comments
Page 17 of 334
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Done Comments
2. | Sample Type Not Done Comments
3. | Sample Collected? Not Done Comments
4. | If no sample was collected or sample | Not Done Comments
was not collected according to
protocol, please provide reason: []
Aliquot
Please enter barcode for each aliquot.
5 Sample ID Not Done
[]
Page 18 of 334
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Header Text: c4591001

Visit: V2 VAX2 L

Form Version: 10-Dec-2020 02:26
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: VACCINATION
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
Il
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actual Dose: Not Done Comments
[
9. | Unit: Not Done Comments
10. | Timeframe Subject Was Observed Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 19 of 334
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit
1. | Date of Visit Il
2. | Erroneous Visit

Page 20 of 334

*** Confidential***
FDA-CBER-2021-5683-0044099




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sample D [

Page 21 of 334
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

Page 22 of 334
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Header Text: c4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sample D [

*** Confidential***
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Header Text: c4591001

Visit: V5_ MONTH12_L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

Page 24 of 334
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Header Text: c4591001

Visit: V5_ MONTH12_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sample D [

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

Page 26 of 334
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Header Text: c4591001

Visit: V6_MONTH24_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sample D [

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET

Nov/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. |Dateof Visit Nov/9/2020
2. | Erroneous Visit
COVID-19 IlIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 28 of 334
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Nov/09/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials; ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Nov/9/2020
2. | Date of First Symptom Started: Not Applicable Comments
1
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO Comments
4d Symptoms: CHILLS
Was symptom present? NO Comments
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO Comments
4h || symptoms: DIARRHEA
Was symptom present? NO Comments
41 || symptoms: VOMITING
Was symptom present? NO Comments
Symptoms - Other
Page 29 of 334
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

5 Symptoms - Other Text:
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:54
Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

*** Confidential***

4 Date qf Co | Specimen Typ | Specimen Cpllectl Assay Code and Description Device Type Form Instan
llection e on Location ce
1. | Nov/8/202 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESPSYNDR | SARS-COV-2DIAG Repeating
0 ATERIAL OME CORONAVIRUS 2 NOSTIC TEST Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN
Nov/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. [Actua Date of Collection: Nov/8/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [NALT UNKNOWN]
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
Nov/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or sample | [UNABLE TO CONTACT SUBJECT AT THISTIME TO OBTAIN SWAB]
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 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Nov/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or sample | [NOT ABLE TO COLLECT UNABLE TO CONTACT SUBJECT AT TIME]
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

Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

eCRF Audit Trail History

Health Care Utilization

1a || physician or Hedthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts: NO
Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts: NO
1. || physician or Hedthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: YES
Number of Visits or Contacts:
[1]
Health Care Utilization Other
2. | Other Type of Practitioner Specify: [HOSPITALIZED]
Health Care Utilization
3. | Hasthe subject been hospitalized due | YES
to potential COVID-19 illness? Has the subject been in intensive care due to potential COVID-19 illness?
YES

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfe.levissc

Form: HOSPITALIZATION DETAILS

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

= Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1. | HOSPITALIZATION STATUS ICU Nov/8/2020 YES Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HOSPITALIZATION DETAILS
Nov/09/2020

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: ICU
3. | Admission Date: Nov/8/2020
4. | Ongoing? YES
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: RESPIRATORY TREATMENT

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Treatment Ide | Con Non-Drug Treatments

Start Da | Form Instanc

# ntifier Pre-specified Treatment Treatment te e
1.1 YES MECHANICAL VENT | MECHANICAL VENT | Nov/8/2 Repeating
ILATION ILATION 020 Pages
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Header Text: c4591001

Nov/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: RESPIRATORY TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

*** Confidential***

1. | What isthe treatment Identifier? [1]
2. | Concomitant Non-drug Treatment YES

Pre-specified:
3. | Treatment: MECHANICAL VENTILATION
4. | Treatment: [MECHANICAL VENTILATION]
5. | Start Date: Nov/8/2020
6. | Ongoing? YES
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS

Nov/09/2020

Form Version: 06-Jul-2020 21:52
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[ACUTE RESPIRATORY FAILURE]

Date of Diagnosis:
Nov/8/2020

3. | Toxicity Grade:

Page 40 of 334
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1005

Subject No: 10051293

Generated By: pfe.levissc

Form: ILLNESS DETAILS - SEVERE

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

# | Category of Clinical Event:

Subcategory of Clinical Event | Diagnosis Obtained | Toxicity Grade | Form Instance

1.

Repeating Pages

***Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: ILLNESS DETAILS - SEVERE

Nov/09/2020

Form Version: 17-Jul-2020 21:55
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 10-Oct-2020 15:58
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Collecti .
Category for Specim Form Instan
# L ab Test Vendor Name on I?ate en Type Lab Result ce
1. |CLINICAL | Strong Memoria Labs 601 EIm | Nov/10/ | BLOO Sponsor-Defi Repeating
CHEMISTR |wood Avenue Rochester, NY 14 | 2020 D ned Identifie Test: Res Pages
Y 642 ; ult:
329 C Reactive Prote |[ ]
in_PX329
30 Alanine Aminotr |64
ansferase PX30
28 Aspartate Amino |24
transferase_PX2
8
35 Alkaline Phosph |61
atase PX35
21 Bilirubin_PX21 |0.5
47 Blood UreaNitr |12
ogen_PX47
48 Creatinine_PX4 |0.79
8
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail
Lab Chemistry Details
1. | LabPand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Strong Memoria Labs 601 ElImwood Avenue Rochester, NY 14642]
3. | Collection Date: Nov/10/2020
4. | Specimen Type: BLOOD
Lab Result
52| | sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor I1D: [30]
Test: Alanine Aminotransferase PX30
Result: [64]
Not Done:
LNMT Low
(0]
High
(501
Unit
U/L
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Header Text: c4591001

Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

*** Confidential***

5 || sponsor ID: [28]
Test: Aspartate Aminotransferase_PX28
Result: [24]
Not Done:
LNMT Low
(0]
High
(50]
Unit
U/L
5d Sponsor I1D: [35]
Test: Alkaline Phosphatase PX35
Result: [61]
Not Done:
LNMT Low
[40]
High
[2130]
Unit
U/L
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.5]
Not Done:
LNMT Low
[0.0]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

S5f Sponsor I1D: [47]
Test: Blood Urea Nitrogen_PX47
Result: [12]
Not Done:
LNMT Low
(6]
High
[20]
Unit
mg/dL
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [0.79]
Not Done:
LNMT Low
[0.67]
High
[1.17]
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 10-Oct-2020 16:02
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Category fo Collectio | Specime Form Instan
# ' Lab Test Vendor Name (DERIVED) nDate: | nType Lab Result ce
1. | HEMATOL | Strong Memorial Labs 601 Elmwo | Nov/10/2 | BLOOD Sponsor-Defi Res Repesating
OoGY od Avenue Rochester, NY 14642 020 ned | dentifier Test: ult: Pages
1 Hemoglobi |13.7
n_PX1
2 Hematocrit |41
_PX2
3 Erythrocyte | 4.6
s PX3
5 Platelets P | 234
X5
7 Leukocytes |5.9
_PX7
608 Neutrophils | 4.0
_PXe08
609 Eosinophils 0.2
_PX609
612 Monocytes |0.4
_PX612
610 Basophils_ | 0.1
PX610
611 Lymphocyt |1.3
es PX611
2. |HEMATOL | Strong Memorial Labs Nov/8/20 | BLOOD Sponsor-Defi Res Repesting
OGY 601 Elmwood Avenue 20 ned | dentifier Test: ult: Pages
Rochester, NY 14642
1 Hemoglobi |15
n_PX1
2 Hematocrit ([ ]
_PX2
3 Erythrocyte ([ ]
s PX3
5 Platelets P | 303
X5
7 Leukocytes |11.2
_PX7
608 Neutrophils ([ ]
_PXe08
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

Category fo Collectio | Specime Form Instan
# ' Lab Test Vendor Name (DERIVED) nDate: | nType Lab Result ce
Sponsor -Defi . Res
ned Identifier | 1% | ult:
609 Eosinophils ([ ]
_PX609
612 Monocytes ([ ]
_PX612
610 Basophils_ |[]
PX610
611 Lymphocyt ([ ]
es PX611
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Header Text: c4591001

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Laboratory Data Hematology
1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Strong Memoria Labs 601 ElImwood Avenue Rochester, NY 14642]
3. | Collection Date: Nov/10/2020
4. | Specimen Type: BLOOD
Lab Result
5 || sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [13.7]
Not Done:
LNMT Low
[13.7]
High
[17.5]
Unit
g/dL
5b Sponsor 1D: [2]
Test: Hematocrit_PX2
Result: [41]
Not Done:
LNMT Low
[40]
High
(51]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

5 || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: [4.6]
Not Done:
LNMT Low
[4.6]
High
[6.1]
Unit
10M3/uL
5d Sponsor I1D: [5]
Test: Platelets PX5
Result: [234]
Not Done:
LNMT Low
[150]
High
[330]
Unit
10M3/uL
5 || sponsor 1D: (7
Test: Leukocytes PX7
Result: [5.9]
Not Done:
LNMT Low
[4.2]
High
[9.1]
Unit
10M3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/09/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
5t || sponsor ID: [608]
Test: Neutrophils_PX608
Result: [4.0]
Not Done:
LNMT Low
[1.8]
High
[5.4]
Unit
10M3/uL
59 || sponsor 1D: [609]
Test: Eosinophils PX609
Result: [0.2]
Not Done:
LNMT Low
[0.0]
High
[0.5]
Unit
10M3/uL
5h Sponsor 1D: [612]
Test: Monocytes PX612
Result: [0.4]
Not Done:
LNMT Low
[0.3]
High
[0.8]
Unit
10M3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

5i || sponsor 1D: [610]
Test: Basophils PX610
Result: [0.]
Not Done:
LNMT Low
[0.0]
High
[0.]
Unit
10"3/uL
5] || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [1.3]
Not Done;
LNMT Low
[1.3]
High
[3.6]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. |Lab Pand:

HEMATOLOGY

2. | Laboratory Name and Address

[Strong Memorial Labs
601 ElImwood Avenue
Rochester, NY 14642]

3. | Collection Date: Nov/8/2020
4. | Specimen Type: BLOOD
Lab Result
52 || sponsor 1D: [1]
Test: Hemoglobin_PX1
Result: [15]
Not Done:
LNMT Low
[13.7]
High
[17.5]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

5 || sponsor 1D: [3]
Test: Erythrocytes PX3
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor I1D: [5]
Test: Platelets PX5
Result: [303]
Not Done:
LNMT Low
[150]
High
[330]
Unit
10"3/uL
5 || sponsor 1D: (7
Test: Leukocytes PX7
Result: [11.2]
Not Done:
LNMT Low
[4.2]
High
[9.1]
Unit
10M3/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology
Nov/09/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
5t || sponsor ID: [608]
Test: Neutrophils_PX608
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
59 || sponsor 1D: [609]
Test: Eosinophils PX609
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5h || sponsor ID: [612]
Test: Monocytes PX612
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Si Sponsor 1D: [610]
Test: Basophils PX610
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

5] Sponsor 1D: [611]
Test: Lymphocytes PX611
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Site No: 1005

Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 10-Oct-2020 15:59

Subject No: 10051293

Generated By: pfe.levissc

Form: VITAL SIGNS - COVID

Site Name: (1005) Rochester Clinical Research, Inc.

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

= Date: Vital Signs Details Form Instance
L Nov/8/2020 Record Identifier: Systolic: Diastolic: Repeating Pages
139 88
2. DELETED Not Applicable Record Identifier: Systolic: Diastolic: Repeating Pages
Not Applicable Not Applicable
Page 57 of 334
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS- COVID

Nov/09/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. |Date: Nov/8/2020

Vital Signs Details

2.a

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Record Identifier: 1
Systolic: [2139]
Diastolic: [88]
Respiratory Rate in [14]
respirations/minute:
Heart Rate in beatsminute; [124]
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID
Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Deleted

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

*** Confidential***

Vital Signs
1. | Date Not Applicable Comments
1
Vital Signs Details
24 || Record Identifier: 1
Systolic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute:
[]
Heart Rate in beatsminute: Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID ILL 1
Form Version: 10-Oct-2020 16:04

Site No: 1005
Subject No: 10051293

Generated By: pfe.levissc

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

= Date: Vital Signs Details Form Instance
L Nov/8/2020 Record Identifier: Oxygen Saturation Repeating Pages
95.0
2. DELETED Nov/8/2020 Record Identifier: Oxygen Saturation Repeating Pages
100.0
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Header Text: c4591001

Nov/09/2020

Form Version: 10-Oct-2020 16:04
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Data Complete, Frozen

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. |Date: Nov/8/2020
Vital Signs Details
22 || Record Identifier: 1
SPO2 Pulse Oximetry % [95.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR
Nov/09/2020

Form Version: 10-Oct-2020 16:04

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Deleted

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs
1. | Date Now/8/2020
Vital Signs Details
23 || Record Identifier: 1
SPO2 Pulse Oximetry % [206-0]
Page 62 of 334
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Header Text: c4591001

Visit: POT_COVID ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1005

Subject No: 10051293

Generated By: pfe.levissc

Form: OXYGENATION PARAMETERS

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

# Date Time of Assessment

Arterial Blood Gases PaO2

FiO2 (Fraction of Inhaled Oxygen) Form Instance

1. | Nov/8/2020 UNK:UNK

80

Unknown Repeating Pages

***Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: OXYGENATION PARAMETERS

Nov/09/2020

Form Version: 06-Jul-2020 21:52
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Oxygenation Parameters

1. | Date Time of Assessment:

Nov/8/2020 UNK:UNK

2. | Arteria Blood Gases PaO2 (mmHg): | [80]
3. | FiO2 (Fraction of Inhaled Oxygen): Unknown Comments
[]
Page 64 of 334
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

*** Confidential***

4 Sponsor -Defined Ide | Category for Medic | Concomitant M edications Pre- | Name of Medic | Start D Form I nstance
ntifier ation specified ation ate
1. Repesating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Nov/09/2020

Form Version: 06-Jul-2020 21:55
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

Concomitant Medications

1.

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

)

Ongoing?

Page 66 of 334
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Header Text: c4591001

Site No: 1005
Subject No: 10051293

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Generated By: pfelevissc

Form: IMAGING

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

*** Confidential***

4 Date of Asse | Location of Ass | Imaging M Overall A ent Form Instanc
ssment essment ethod e
1. | Nov/8/2020 |HEAD CT SCAN |NORMAL Repeating
Pages
2. | Nov/8/2020 |CHEST X-RAY ABNORMAL Repeating
If abnormal, specify findings: Pages
Bilateral perihilar airspace & interstitial opacities -possible
pulmonary edemavs. infection
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING
Nov/09/2020

Form Version: 06-Jul-2020 21:53

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Imaging
1. | Date of Assessment: Nov/8/2020
2. | Location of Assessment: HEAD
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: NORMAL
Page 68 of 334
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING
Nov/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Imaging

1. | Date of Assessment: Nov/8/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Bilateral perihilar airspace & interstitial opacities -possible pulmonary edemavs.
infection]

*** Confidential***
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Header Text: c4591001

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

Visit

Form Version: 22-Apr-2020 21:04
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Date of Visit

1. |Dateof Visit

I

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IlIness Visit:

Page 70 of 334
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Header Text: c4591001

Visit

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT _SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1005

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Date of Visit

1. | Date of Visit )

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

Page 72 of 334
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

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

*** Confidential***
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

# Category AE Isrmtlfl Adverse Event Start Date IStheAdverS;Egem Still Ong Form Instance

1. [ADVERSEEVE |1 CARDIAC ARREST | Nov/8/2020 00: |NO Repeating
NT 43 End Date Time: Pages

Nov/8/2020 UNK:UNK

2. |ADVERSEEVE |2 Acute Respiratory Fail | Nov/8/2020 00: | YES Repeating
NT ure 43 Pages

3. |ADVERSEEVE |3 Overdose Nov/8/2020 00: | NO Repeating
NT 43 End Date Time: Pages

Nov/8/2020 UNK:UNK

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [CARDIAC ARREST]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/8/2020 00:43
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/8/2020 UNK:UNK
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
. . . Did this serious event result in death?
Fatal; Life-threatening; I npatient NO
hospitalization or prolongation of
Z);:If?ga:?jgl): ﬁijﬁ:cﬁ;em or 5{):;1 thi s serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . it . anifi disabilitv/i .
jeopardize subject and may require NI this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to 0
prevent above outcomes).
Is this serious event life threatening?
YES
Other medically important serious event
NO
8. |Isthisadverse event theresult of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[possible intentional overdose, or. poor choice of alcohol and drug abuse.]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of thisadverse | RECOVERED/RESOLVED
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020443745]
Pfizer Use Only
Page 76 of 334
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Acute Respiratory Failure]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/8/2020 00:43
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent or - . . RPN
sgnificant disability/incapacity: $|Ed Sthls serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi . iti . 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).
Isthis serious event life threatening?
YES
Other medically important serious event
NO
8. |Isthisadverse event theresult of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERING/RESOLVING
event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: For | [2020443745]
Pfizer Use Only
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*** Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Back to Form
eCRF Audit Trail History
Form Audit Trail
Adver se Event Report
1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Overdose]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/8/2020 00:43
5. | Isthe adverse event still ongoing? NO
End Date Time:
Nov/8/2020 UNK:UNK
6. | Toxicity Grade: 4
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
e_><|s§| g hospltal!z_arnc_)n; Pe'?' 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 oo
jeopardize subject and may require id this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
YES
Other medically important serious event
NO
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[multi-drug ingestion]
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
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 | [2020443745]
Pfizer Use Only
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Header Text: c4591001
Visit: Logs

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 17-Jul-2020 21:54

Form: MEDICATION ERROR

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

*** Confidential***

Categor | Medication Err | Start Dat | Isthe medication error Still Ong | Study Medication ErrorsAc
# . - Form Instance
y or e oing tion
1 Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

Medication Error

1. | Category:

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

3. | Start Date: I

4. | Isthe medication error till ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | WasaNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: For | []

Pfizer Use Only
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*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

*** Confidential***

4 Sponsor -Defined Ide | Category for Medic | Concomitant M edications Pre- | Name of Medic | Start D Form I nstance
ntifier ation specified ation ate
1. Repesating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials; ---

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

Back to Form

Concomitant Medications

1.

What is the medication identifier?

[]

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Date:

I
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

*** Confidential***

4 Sponsor-Defined |d | Category for Medi | Concomitant Medications Pr | Name of Medic | Dose Descri | Form Instanc
entifier cation e-specified ation ption e
1. Repesating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? []

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

5. | Dose: []

6. | Dose Unit:

7. | Dose Frequency:

8. | Route:

9. | Start Date: )

10. | Ongoing?
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfe.levissc

Form: RADIATION TREATMENT

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

# | Category | Treatment Identifier

Con Non-Drug Treatments Pre-specified | Treatment | Start Date | Form Instance

1.

Repeating Pages

***Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? [1

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

4. | Treatment: []

5. | Start Date; I

6. | Ongoing?

Page 88 of 334
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Visit: Logs

Site No: 1005

Header Text: c4591001

Form Version: 22-Apr-2020 21:03

Subject No: 10051293

Generated By: pfe.levissc

Form: TRANSFUSIONS

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

# Transfusion Type Date of Transfusion Form Instance
1. Repeating Pages
Page 89 of 334
***Confidential ***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: TRANSFUSIONS
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion: 1
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Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Unplanned Assessments

1. [ Assessments
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Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT
Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Date of Visit Il

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 20-Feb-2021 02:16
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: VITAL SIGNS - TEMP
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:

Page 94 of 334
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: VACCINATION
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Vaccination

1

Weas there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

)

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

O || N[ |ald>]w|DN

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: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

Page 96 of 334

*** Confidential***
FDA-CBER-2021-5683-0044175




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status. Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

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

Page 100 of 334
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Header Text: c4591001

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

*** Confidential***
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 10-Dec-2020 02:29
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Dec/14/2020
/Desth :
2. | Phase of Disposition: VACCINATION
3. | Status: LOST TO FOLLOW-UP
4. | Specify Status: [SUBJECT ISLOST TO FOLLOW UP|

Page 102 of 334
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Header Text: c4591001

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Not Applicable Comments
I
2. | Erroneous Visit Not Applicable Comments
Page 103 of 334
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION
Form Version: 10-Dec-2020 02:25
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Further Vaccination Confirmation

1. | Select appropriate response - Is Not Applicable Comments
participant willing to return for
Vaccination 3?
Page 104 of 334
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DISPOSITION - FOLLOW-UP

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Follow-Up

*** Confidential***

1. | Date of Completion/Discontinuation | Dec/14/2020
/Desth :
2. | Phase of Disposition: FOLLOW-UP
3. | Status: LOST TO FOLLOW-UP
4. | Specify Status: [LOST TO FOLLOW UP]
Page 105 of 334
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: TREATMENT UNBLINDED
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Not Applicable Comments
I
2. | Primary Reason for Unblinding: Not Applicable Comments
Page 106 of 334
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date : I

*** Confidential***
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death:

Page 108 of 334
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Dec/14/2020
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Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Here to Enable

Page 110 of 334
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action
Meaning

Matthew Davis Approved Mar-12-2021 13:19:54 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)
Affidavit:

By my dated signature below, |, MatthewDavis, 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.
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 10-Oct-2020 16:00
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

Item | Date

User

Comment

Form | Oct-19-2020 10:58:37 (UTC-05:00) Eastern Time | Chelsey

(US & Canada)

LoMonaco
(pfe.clomonaco)

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

Item | Date

User Comment

(US & Canada)

Form | Mar-10-2021 15:24:58 (UTC-05:00) Eastern Time | Jessica Fisher Not Done

(pfe.jfisher)

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc

Form: DATE OF VISIT - Comments
Form Status: Data Complete, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Item | Date User Comment
1 Mar-10-2021 15:24:58 (UTC-05:00) Eastern Time | Jessica Fisher Not Done
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Form: DATE OF VISIT - Comments

Form Status: Data Complete, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Mar-10-2021 15:24:58 (UTC-05:00) Eastern Time | Jessica Fisher Not Done
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 20-Feb-2021 02:16
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: VITAL SIGNS - TEMP - Comments

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form
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Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

*** Confidential***

Item | Date User Comment
4.h | Jan-06-2021 14:43:26 (UTC-05:00) Eastern Time | Julie Mooney

(US & Canada) (pfe.jmooney)
4.h | Nov-24-2020 15:15:33 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(US & Canada) (pfe.jmooney)
4.h |Nov-16-2020 15:17:52 (UTC-05:00) Eastern Time | Chelsey Unknown

(US & Canada) LoMonaco

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

Item |Date User Comment
4.i | Jan-06-2021 14:43:47 (UTC-05:00) Eastern Time | Julie Mooney

(US & Canada) (pfe.jmooney)
4. Nov-24-2020 15:15:49 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(US & Canada) (pfe.jmooney)
4. Nov-16-2020 15:18:01 (UTC-05:00) Eastern Time | Chelsey Unknown

(US & Canada) LoMonaco

(pfe.clomonaco)
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Header Text: c4591001

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User Comment

(US & Canada)

Form | Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(pfe.jmooney)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments
Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc

Form Status: Data Complete, Frozen
Site Name: (1005) Rochester Clinical Research, Inc.

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item |Date User Comment
1 Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable
(US & Canada) (pfe.jmooney)
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Header Text: c4591001

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User Comment

(US & Canada)

2.a |Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(pfe.jmooney)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User Comment

2.a |Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(US & Canada)

(pfe.jmooney)
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Header Text: c4591001

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User Comment

(US & Canada)

2.a |Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(pfe.jmooney)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - COVID - Comments

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date

User Comment

2.a |Feb-25-2021 08:26:53 (UTC-05:00) Eastern Time | Julie Mooney Not Applicable

(US & Canada)

(pfe.jmooney)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 06-Jul-2020 21:52
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: OXY GENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-16-2020 15:32:08 (UTC-05:00) Eastern Time | Chelsey Unknown
(US & Canada) LoMonaco
(pfe.clomonaco)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - Comments

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

Item | Date

User Comment

Form | Mar-12-2021 11:21:40 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable

(US & Canada)

(pfe.jfisher)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact
Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT - Comments

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

*** Confidential***

Item |Date User Comment
1 Mar-12-2021 11:21:40 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact
Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT - Comments

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

Item |Date User Comment
2 Mar-12-2021 11:21:40 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfejfisher)
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - Comments

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

Item | Date User Comment

Form | Mar-12-2021 11:21:55 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfe.jfisher)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact
Form Version: 10-Dec-2020 02:25
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: FURTHER VACCINATION CONFIRMATION - Comments
Form Status: Data Complete

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

Item |Date User Comment
1 Mar-12-2021 11:21:55 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

Item | Date

User Comment

(US & Canada)

Form | Mar-12-2021 11:21:13 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable

(pfe.jfisher)

*** Confidential***
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Header Text: c4591001

Visit: Disposition
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Item |Date User Comment
1 Mar-12-2021 11:21:13 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: Disposition

Form Version: 22-Apr-2020 21:03
Site No: 1005

Form: TREATMENT UNBLINDED - Comments
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

*** Confidential***

Item |Date User Comment
2 Mar-12-2021 11:21:13 (UTC-05:00) Eastern Time | Jessica Fisher Not Applicable
(US & Canada) (pfejfisher)
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Header Text: c4591001

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
Matthew Davis Approved Mar-12-2021 13:19:54 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Affidavit:

By my dated signature below, |, MatthewDavis, 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.

Julie Mooney N/A Feb-16-2021 12:43:41 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Davis Approved Jan-25-2021 08:48:16 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, MatthewDavis, 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.

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

Julie Mooney N/A Jan-22-2021 12:55:12 (UTC-05:00) Eastern Time Edit - All

(US & Canada) signatures
invalidated
Affidavit:
N/A

Matthew Davis Approved Jan-20-2021 09:31:40 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)
Page 164 of 334
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Header Text: c4591001

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Affidavit:

By my dated signature below, |, MatthewDavis, 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.

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

Julie Mooney N/A Jan-06-2021 14:40:46 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Davis Approved Jan-05-2021 12:50:31 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, MatthewDavis, 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, thisis to 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 bel ow.

Chelsey N/A Dec-28-2020 14:15:23 (UTC-05:00) Eastern Time Edit - All
LoMonaco (US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Davis Approved Dec-09-2020 08:25:48 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, MatthewDavis, 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.

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

Page 165 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

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

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Julie Mooney N/A Dec-05-2020 08:02:18 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures

invalidated

Affidavit:

N/A

Matthew Davis Approved Dec-02-2020 08:47:46 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

Affidavit:
By my dated signature below, |, MatthewDavis, 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.

Chelsey N/A Nov-30-2020 13:16:37 (UTC-05:00) Eastern Time Edit - All
LoMonaco (US & Canada) signatures
invalidated
Affidavit:
N/A
Matthew Davis Approved Nov-25-2020 09:03:13 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

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

Julie Mooney N/A Nov-23-2020 13:36:24 (UTC-05:00) Eastern Time Edit - All

(US & Canada) signatures
invalidated
Affidavit:
N/A

Matthew Davis Approved Nov-17-2020 17:44:49 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)
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Header Text: c4591001

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Affidavit:

By my dated signature below, |, MatthewDavis, 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.

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

Page 167 of 334

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Select appropriate response - Protocol version

| Date L ocation User Value Reason
Oct-19-2020 10:50:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 06 OCT 2020
(US & Canada) (pfe.clomonaco)

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

’ Date L ocation User Value Reason
Oct-19-2020 10:50:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco STAGE 3 COHORTS
(US & Canada) (pfe.clomonaco)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Consent Was:

| Date L ocation User Value Reason
Oct-19-2020 10:50:31 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco OBTAINED

(US & Canada)

(pfe.clomonaco) | Date Written Consent Obtained

Oct/19/2020

*** Confidential***

Page 169 of 334

FDA-CBER-2021-5683-0044248




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DEMOGRAPHY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

| 1. Subject ID

| Date L ocation

| User | Value Reason

Oct-19-2020 10:50:15

ACVOPFEINFP6000

autocalc | Data Entry: Item copied from

(UTC-05:00) Eastern Time (autocalc) | 10051293 previous form
(US & Canada)

| 2. Birth Date:

’ Date L ocation ’ User | Value Reason

Oct-19-2020 10:50:13
(UTC-05:00) Eastern Time

ACVOPFEINFP6000

autocalc |DataEntry: Enrollment Entry

(autocalc) |(0) (6)/1960

(US & Canada)

’ 3. Sex:

’ Date L ocation User Value Reason
Oct-19-2020 10:50:42 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco MALE

(US & Canada) (pfe.clomonaco)

’ 4. Ethnicity:

| Date L ocation User Value Reason
Oct-19-2020 10:50:42 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NOT HISPANIC OR LATINO(A) O

(US & Canada)

(pfe.clomonaco) | R OF SPANISH ORIGIN

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

’ Date L ocation User Value Reason
Oct-19-2020 10:50:42 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco WHITE

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: DATE OF VISIT - eCRF Audit Trail History

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

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1 Date of Visit

| Date L ocation User Value Reason
Oct-19-2020 10:57:51 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020

(US & Canada)

(pfe.clomonaco)

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Date of Completion/Discontinuation/Death

| Date L ocation User Value Reason
Oct-19-2020 10:58:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020
(US & Canada) (pfe.clomonaco)

| 2. Phase of Disposition:

’ Date L ocation ’ User | Value Reason
Oct-19-2020 10:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Oct-19-2020 10:58:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco COMPLETED

(US & Canada)

(pfe.clomonaco)
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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, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

[1a
| Date L ocation | User | Value Reason
Oct-19-2020 10:59:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 1
(US & Canada) Medical History T OSTEOARTHRI
erm: TIS
Start Date: UNK/UNK/2017
Ongoing: YES
| l.alLine/MH Number:
| Date L ocation | User | Value Reason
Oct-19-2020 10:59:09 ACVOPFEINFP6000 |autocalc |DataEntry: 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
Oct-19-2020 10:59:09 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco OSTEOARTHRITIS
(US & Canada) (pfe.clomonaco)

’ 1.a Start Date:

’ Date L ocation User Value Reason
Oct-19-2020 10:59:09 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNK/UNK/2017
(US & Canada) (pfe.clomonaco)

| 1.a Ongoing:

| Date L ocation User Value Reason
Oct-19-2020 10:59:09 ACVOPFEINFPE000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES
(US & Canada) (pfe.clomonaco)

1b

’ Date L ocation ’ User | Value Reason
Oct-19-2020 10:59:35 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Num 2
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

(US & Canada) ber:
Medical Histor Gastroesophageal ref
y Term: lux disease
Start Date: UNK/UNK/2018
Ongoing: YES
’ 1.bLine/MH Number:
’ Date L ocation ’ User | Value Reason
Oct-19-2020 10:59:35 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
Oct-19-2020 10:59:35 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Gastroesophageal reflux disease

(US & Canada) (pfe.clomonaco)

| 1.b Start Date:

’ Date L ocation User Value Reason
Oct-19-2020 10:59:35 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNK/UNK/2018

(US & Canada) (pfe.clomonaco)

’ 1.b Ongoing:

’ Date L ocation User Value Reason
Oct-19-2020 10:59:35 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES

(US & Canada) (pfe.clomonaco)

[1c

| Date L ocation ‘ User | Value Reason
Oct-19-2020 10:59:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | Line/MH Numbe 3
r:
Medical History HIGH CHOLEST

Term: EROL
Start Date: Jan/UNK/2020
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

’ 1.cLine/MH Number:

| Date L ocation | User | Value Reason
Oct-19-2020 10:59:52 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
Oct-19-2020 10:59:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco HIGH CHOLESTEROL
(US & Canada) (pfe.clomonaco)

’ 1.c Start Date:

’ Date L ocation User Value Reason
Oct-19-2020 10:59:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Jan/UNK/2020
(US & Canada) (pfe.clomonaco)

’ 1.c Ongoing:

| Date L ocation User Value Reason
Oct-19-2020 10:59:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES
(US & Canada) (pfe.clomonaco)

|1

| Date L ocation | User | Value Reason
Oct-19-2020 11:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 4
(US& Canada) Medical History Te VASECTOMY

y
rm:
Start Date; UNK/UNK/2005
Ongoing: NO
End Date:
UNK/UNK/2
005
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Subject Initials: -

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

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

’ 1.d Line/MH Number:

| Date L ocation | User | Value Reason
Oct-19-2020 11:00:11 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
Oct-19-2020 11:00:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco VASECTOMY
(US & Canada) (pfe.clomonaco)

’ 1.d Start Date:

’ Date L ocation User Value Reason
Oct-19-2020 11:00:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNK/UNK/2005
(US & Canada) (pfe.clomonaco)

’ 1.d Ongoing:

| Date L ocation User Value Reason
Oct-19-2020 11:00:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco) | End Date:

UNK/UNK/2005

[1e

| Date L ocation | User | Value Reason
Oct-19-2020 11:00:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number 5
(US & Canada) :

Medical History T CERVICAL FUS
erm: ION
Start Date: UNK/UNK/2013
Ongoing: NO
End Date:
UNK/UNK/20
13
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

’ 1l.eLine/MH Number:

| Date L ocation | User | Value Reason
Oct-19-2020 11:00:40 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
Oct-19-2020 11:00:40 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco CERVICAL FUSION
(US & Canada) (pfe.clomonaco)

’ l.eStart Date:

’ Date L ocation User Value Reason
Oct-19-2020 11:00:40 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNK/UNK/2013
(US & Canada) (pfe.clomonaco)

’ 1.eOngoing:

| Date L ocation User Value Reason
Oct-19-2020 11:00:40 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco) | End Date:

UNK/UNK/2013

1t

| Date L ocation | User | Value Reason
Oct-19-2020 11:01:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Nu 6
(US & Canada) mber:

Medical Hist RIGHT INGUINAL H
ory Term:  ERNIA REPAIR
Start Date  UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

’ 1.f Line/MH Number:

| Date Location | User | Value Reason
Oct-19-2020 11:01:.01 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
Oct-19-2020 11:01:01 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time

LoMonaco RIGHT INGUINAL HERNIA REP

(US & Canada) (pfe.clomonaco) | AIR

’ 1.f Start Date:

’ Date L ocation User Value Reason
Oct-19-2020 11:01:01 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNK/UNK/2016
(US & Canada) (pfe.clomonaco)

’ 1.f Ongoing:

| Date L ocation User Value Reason
Oct-19-2020 11:01:.01 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco) | End Date:

UNK/UNK/2016

’ 19

| Date L ocation | User | Value Reason
Dec-07-2020 10:14:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number 7
(US & Canada) :

Medical History T Alcohol Use Dis
erm: order
Start Date: UNK/UNK/1973
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, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 1.gLine/MH Number:

| Date L ocation | User | Value Reason
Dec-07-2020 10:14:00 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
Dec-07-2020 10:14:00 ACVOPFEINFPGE000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Alcohol Use Disorder
(US & Canada)

’ 1.g Start Date:

’ Date L ocation User Value Reason
Dec-07-2020 10:14:00 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | UNK/UNK/1973
(US & Canada)

’ 1.g Ongoing:

| Date L ocation User Value Reason
Dec-07-2020 10:14:00 ACVOPFEINFP6000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | YES
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Select appropriate response - What is the subject HIV status?

| Date L ocation User Value Reason
Oct-19-2020 11:01:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco The subject is NOT known to be HI
(US & Canada) (pfe.clomonaco) |V POSITIVE
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 10-Oct-2020 16:04
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Date:

| Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020
(US & Canada) (pfe.clomonaco)

| 2. Weight:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 206.6
(US & Canada) (pfe.clomonaco)

’ 3. Unit:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco LB
(US & Canada) (pfe.clomonaco)

’ 4. Height:

| Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 72.3
(US & Canada) (pfe.clomonaco)

| 5. Unit:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco in
(US & Canada) (pfe.clomonaco)

’ 6. Body Mass | ndex:

’ Date L ocation ’ User | Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 27.8
(US & Canada)

[7a
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Record Identifier:: 1

(US & Canada)

(pfe.clomonaco) | temperature: 96.7

Temperature Unit: F
Temperature Locati ORAL CAVI

on:: TY

’ 7.a Record | dentifier:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 1
(US & Canada) (pfe.clomonaco)

| 7.a Temperature:

| Date L ocation User Value Reason
Oct-19-2020 11:33:22 ACVOPFEINFP6000 | Jennifer Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Mathias query
(US & Canada) (pfe mathij15)

Oct-19-2020 11:03:17 ACVOPFEINFP6000 | Chelsey Query 1: Answered NCSPER P
(UTC-05:00) Eastern Time LoMonaco

(US & Canada) (pfe.clomonaco)

Oct-19-2020 11:02:05 ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 96.7 F is
(UTC-05:00) Eastern Time (autoquery) outside of Normal
(US & Canada) Range 97 - 99.5F.
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 96.7

(US & Canada) (pfe.clomonaco)

| 7.aUnit:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco F
(US & Canada) (pfe.clomonaco)

’ 7.a Temperature Location:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:05 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco ORAL CAVITY

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

| 1. Randomization Date :

| Date L ocation User Value Reason
Oct-19-2020 11:02:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020

(US & Canada)

(pfe.clomonaco)

| 2. Randomization Number:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 270739

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

’ 1. Data Origin

| Date L ocation | User | Value Reason
Oct-19-2020 12:03:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Oct-19-2020 12:03:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | SERUM

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Oct-19-2020 12:03:25 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-19-2020 12:03:16 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern Time (autoquery) is Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Oct-19-2020 12:03:16 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES
(US & Canada) (pfe.clomonaco) | Date of Collection:
Oct/19/2020

[5a
|Date Location User Value Reason
Oct-19-2020 12:03:25 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sample | D: BJ3W8K
(US & Canada) (pfe.clomonaco)
| 5.aSampleD
’Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Oct-19-2020 12:03:25 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco BJ3WS8K
(US & Canada) (pfe.clomonaco)

B

’ Date L ocation User Value Reason
Oct-19-2020 12:03:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sample | D: BJ3WS8L
(US & Canada) (pfe.clomonaco)

’ 5.b Sample ID

| Date L ocation User Value Reason
Oct-19-2020 12:03:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco BJ3WS8L
(US & Canada) (pfe.clomonaco)

[0

| Date L ocation User Value Reason
Oct-19-2020 12:03:39 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sample |D: BPB06J
(US & Canada) (pfe.clomonaco)

’ 5.c Sample D

’ Date L ocation User Value Reason
Oct-19-2020 12:03:39 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco BPB06J
(US & Canada) (pfe.clomonaco)

B

| Date L ocation User Value Reason
Oct-20-2020 10:25:10 ACVOPFEINFP6000 | Chelsey Data Entry: Transcription Error
(UTC-05:00) Eastern Time LoMonaco Sample | D: BPBO6K
(US & Canada) (pfe.clomonaco)
Oct-19-2020 12:03:45 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sample |D: BPBO6L
(US & Canada) (pfe.clomonaco)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

’ 5.d Sample ID
| Date L ocation User Value Reason
Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by
15:34:44 (pfe.DMW_QUERY) | osed Validation Check:
(UTC-05:00) VC_BEETRKO001_01
Eastern Time
(US & Canada)
Oct-20-2020 ACVOPFEINFPG000 auto query Query 1: An | Transcription Error
10:25:10 (autoquery) swered
(UTC-05:00)
Eastern Time
(US & Canada)
Oct-20-2020 ACVOPFEINFP6000 Chelsey LoMonaco | Data Entry | Transcription Error
10:25:10 (pfe.clomonaco) N
(UTC-05:00) BPBO6K
Eastern Time
(US & Canada)
Oct-19-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW5068779;This
16:19:00 (pfe. DMW_QUERY) | ened Barcodeis already
(UTC-05:00) recorded more than
Eastern Time once (for the same
(US & Canada) subject). Please
review and update as
appropriate.
Oct-19-2020 ACVOPFEINFPG000 Chelsey LoMonaco | DataEntry | Initial Entry
12:03:45 (pfe.clomonaco) N
(UTC-05:00) BPBO6L
Eastern Time
(US & Canada)
[se
’ Date L ocation User Value Reason
Oct-19-2020 12:03:53 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(US & Canada)

LoMonaco

(pfe.clomonaco)

Sample ID: BPBO6L
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Site No: 1005

Form Version: 22-Apr-2020 21:03

Subject No: 10051293
Generated By: pfelevissc

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

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

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

’ 5.eSample D

| Date L ocation User Value Reason

Oct-20-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Cl | Auto closed by

15:34:44 (pfe.DMW_QUERY) | osed Validation Check:

(UTC-05:00) VC_BEETRKO001_01

Eastern Time

(US & Canada)

Oct-20-2020 ACVOPFEINFP6000 Chelsey LoMonaco | Query 1: An | Original valueis

10:25:36 (pfe.clomonaco) swered correct

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-19-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1: Op | DMW5068780;This

16:19:00 (pfe. DMW_QUERY) | ened Barcodeis already

(UTC-05:00) recorded more than

Eastern Time once (for the same

(US & Canada) subject). Please
review and update as
appropriate.

Oct-19-2020 ACVOPFEINFPG000 Chelsey LoMonaco |DataEntry | Initia Entry

12:03:53 (pfe.clomonaco) N

(UTC-05:00) BPBO6L

Eastern Time

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

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

’ 1. Data Origin
| Date Location | User | Value Reason
Oct-19-2020 12:04:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | SITE

(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Oct-19-2020 12:04:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB

’ 3. Sample Collected?

’ Date L ocation

Oct-19-2020 12:04:14
(UTC-05:00) Eastern Time

ACVOPFEINFP6000 | Chelsey

User Value Reason
Data Entry: Initial Entry
LoMonaco YES

(US & Canada) (pfe.clomonaco) | Date of Collection:
Oct/19/2020

’ 5.a

’ Date L ocation User Value Reason
Oct-19-2020 12:04:04 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sample | D: BPB0J6
(US & Canada) (pfe.clomonaco)

’ 5.aSample|D

| Date L ocation User Value Reason
Oct-19-2020 12:04:04 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco BPB0J6

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Was there a temporary delay of vaccination?

| Date L ocation User Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO

(US & Canada) (pfe.clomonaco)

| 2. Treatment Name

’ Date L ocation ’ User | Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)

’3. Formulation:

’ Date L ocation ’ User | Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INJECTION
(US & Canada)

’ 4. Dose Date Time:

| Date L ocation User Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020 08:47
(US & Canada) (pfe.clomonaco)

| 5. Anatomical Location:

’ Date L ocation ’ User | Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco LEFT
(US & Canada) (pfe.clomonaco)

’ 7. Route:
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
’ Date L ocation ’ User | Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR

(US & Canada)

’ 10. Timeframe Subject Was Observed

| Date L ocation ‘ User | Value Reason
Oct-19-2020 11:02:49 ACVOPFEINFP6000 |autocalc |DataEntry: 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
Oct-19-2020 11:02:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES
(US & Canada) (pfe.clomonaco)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Select appropriate response - Reactogenicity diary collection

| Date L ocation User Value Reason
Oct-19-2020 11:03:02 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO - REACTOGENICITY E-DIAR
(US & Canada) (pfe.clomonaco) | Y NOT COLLECTED FORTHIS S
UBJECT
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1 Date of Visit

| Date L ocation | User | Value Reason
Mar-10-2021 15:24:58 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done

(US & Canada) (pfe.jfisher)

’ 2. Erroneous Visit

’ Date L ocation | User | Value Reason
Mar-10-2021 15:24:58 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)
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Header Text: c4591001
Visit: V2 VAX2 L

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:16 Form Status: Data Complete, Verified

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Date:
|Date L ocation |User |Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)
| 2.a
’ Date L ocation | User ’ Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Record | dentifier:: Not Done
(US & Canada) (pfejfishen) | temperature: Not Done
Temper atur e Unit: Not Done
Temperature Location:: Not Done

’ 2.a Record | dentifier:

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

’ 2.aTemperature:

|Date L ocation |User |Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

| 2.aUnit:

| Date L ocation | User | Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 2.a Temperature Location:

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:14 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)
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Header Text: c4591001

Visit: V2 VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

’ 1. Data Origin

|Date L ocation |User |Value Reason
Mar-10-2021 15:25:30 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

| 2. Sample Type

| Date L ocation | User | Value Reason
Mar-10-2021 15:25:30 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 3. Sample Collected?

’ Date L ocation | User ’ Value Reason
Mar-10-2021 15:25:30 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

|Date L ocation |User |Value Reason
Mar-10-2021 15:25:30 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 10-Dec-2020 02:26

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Was there a temporary delay of vaccination?

|Date Location |User |Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

| 2. Treatment Name

’ Date L ocation | User ’ Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 3. Formulation:

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

’ 4. Dose Date Time:

| Date L ocation User |VaJue | Reason
Mar-12-2021 | ACVOPFEINFP6000 Behnaz Query | Response satisfies query
13:12:28 Yousefzadeh- 1: Clo
(UTC-05:00) Khiabani sed
Eastern Time (pfe.youseb01)

(US&

Canada)

Mar-12-2021 | ACVOPFEINFP6000 Jessica Fisher Query | Patient was lost to follow up

11:20:52 (pfejfisher) 1: Ans | on 14Dec2021 after

(UTC-05:00) wered | hospitalization. Treatment

Eastern Time eCRF should not have to be

(US& completed.

Canada)

Mar-10-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7668935;Randomization

23:50:34 (pfeDMW_QUERY) | 1: Op | number isrecorded and the

(UTC-05:00) ened |final disposition dateis

Eastern Time present on the Disposition -

(US& Follow-up eCREF, but thereis

Canada) no dosing date present on the
Treatment eCRF. Please
review and update as

*** Confidential***
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Header Text: c4591001

Visit: V2_VAX2_ L

Form Version: 10-Dec-2020 02:26
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

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

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

| | appropriate.
Mar-10-2021 | ACVOPFEINFP6000 Jessica Fisher Data |Initia Entry
15:25:46 (pfe.jfisher) Entry
(UTC-05:00) N
Eastern Time Not D
(US& one
Canada)

’ 5. Anatomical Location:

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 6. Body Side:

|Date L ocation |User |Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

| 7. Route:

| Date L ocation | User | Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 8. Actual Dose:

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfe.jfisher)

’ 9. Unit:

|Date L ocation |User |Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)

| 10. Timeframe Subject Was Observed

| Date L ocation | User | Value Reason
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Header Text: c4591001

Visit: V2 VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done

(US & Canada) (pfe.jfisher)

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

’ Date L ocation | User | Value Reason
Mar-10-2021 15:25:46 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Done
(US & Canada) (pfejfisher)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 22-Apr-2020 21:03

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason

Jan-06-2021 14:48:18 ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-05-2021 07:15:55 ACVOPFEINFPG000 | auto query Query 3: Opened Date of Visit is after the

(UTC-05:00) Eastern (autoquery) Date of

Time (US & Canada) Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.

Nov-17-2020 10:05:15 | ACVOPFEINFP6000 | Jennifer Query 1: Closed Response satisfies query

(UTC-05:00) Eastern Mathias

Time (US & Canada)

(pfe mathij15)

Nov-17-2020 08:43:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Julie Mooney
(pfe.jmooney)

Query 1: Answered

Nasal Swab Self not
obtained at thistime

Nov-17-2020 02:43:05 | ACVOPFEINFPE000 | Swapha Query 1: Opened PDQ : Details of Sample ID

(UTC-05:00) Eastern Varikuti and collection date for

Time (US & Canada) (pfe.variks) either Nasal Swab Self or
Nasal Swab expected to be
completed. Please check
and update else clarify.

Nov-16-2020 15:16:38 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-16-2020 15:15:10 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visit is completed

(UTC-05:00) Eastern (autoquery) but Date of Assessment in

Time (US & Canada) the Signs and Symptoms
formis missing. Please
review and update as
appropriate.

Nov-16-2020 15:15:10 | ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis completed

(UTC-05:00) Eastern (autoquery) but Date of Collectionin

Time (US & Canada) both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.
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Header Text: c4591001

Nov/09/2020

Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Nov-16-2020 15:15:10 | ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern LoMonaco Nov/9/2020
Time (US & Canada) (pfe.clomonaco)

|3.COVID-19 llIness Visit

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:15:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) |COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

’ 1. Date of Assessment:

| Date L ocation User Value Reason
Jan-07-2021 02:20:56 ACVOPFEINFP6000 | Amol Shinde Query 1: Closed clinical query already
(UTC-05:00) Eastern Time (pfe.shindal8) for clarifying
(US & Canada) shortness of breath
Jan-06-2021 14.44:22 ACVOPFEINFP6000 | Julie Mooney Query 1: Answered Origina valueis
(UTC-05:00) Eastern Time (pfe.jmooney) correct
(US & Canada)
Jan-06-2021 14.44:02 ACVOPFEINFP6000 | auto query Query 1: Opened All symptoms are
(UTC-05:00) Eastern Time (autoquery) reported as Not
(US & Canada) Present and thereis
no Other Symptom
reported. Please
review and update as
appropriate.
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/9/2020
(US & Canada) (pfe.clomonaco)
’ 2. Date of First Symptom Started:
’ Date L ocation User Value Reason
Jan-08-2021 12:14:47 ACVOPFEINFP6000 | VrundaParikh | Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (pfe.parikv06) query
(US & Canada)
Jan-06-2021 14:45:46 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered PER CRA ANSWER
(UTC-05:00) Eastern Time (pfe.jmooney) EACH
(US & Canada) PRE-DEFINED
SYMPTOMS
SHOULD BE NO
Dec-08-2020 14:14:21 ACVOPFEINFP6000 |VrundaParikh | Query 2: Reissued:Opened CLINQUERY: Please
(UTC-05:00) Eastern Time (pfe.parikv06) follow up with CRA.
(US & Canada) Inquire/Obtain
information regarding
ANY subject
symptoms during
episode of ACUTE
RESPIRATORY
FAILURE (eg.
Shortness of breath,
etc.) and update CRF.
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Dec-05-2020 08:02:32 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry

(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable

(US & Canada)

Dec-05-2020 08:02:18 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

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

(US & Canada)

Dec-05-2020 08:02:18 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error

(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Dec-03-2020 08:51:11 ACVOPFEINFP6000 | VrundaParikh | Query 2: Reissued:Opened CLINQUERY:

(UTC-05:00) Eastern Time (pfe.parikv06) Symptoms Start date

(US & Canada) of 0BNOV2020is
provided. What
symptom was this?
Please inquire with
subject or from source
regarding ANY
subject symptoms
during episode of
ACUTE
RESPIRATORY
FAILURE (e.g.
Shortness of breath,
etc.) and update CRF.

Dec-01-2020 07:17:12 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered Symptoms reported

(UTC-05:00) Eastern Time (pfe.jmooney) were unknown - covid

(US & Canada) illness visit completed
off of medical records
per sponsor request

Nov-30-2020 16:20:59 ACVOPFEINFP6000 | VrundaParikh | Query 2: Opened CLINQUERY: Per

(UTC-05:00) Eastern Time (pfe.parikv06) CCG 8.30, enter all

(US & Canada) symptoms that occur
during the course of
theillness (even if
they are not present
during theillness
visit). Please
enter/update this CRF
to reflect all the
symptoms that the
participant reported
throughout the illness

Nov-30-2020 13:17:12 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco Nov/8/2020

(US & Canada)

(pfe.clomonaco)
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Nov-30-2020 13:16:37 ACVOPFEINFPE000
(UTC-05:00) Eastern Time
(US & Canada)

Chelsey Data Entry:
LoMonaco

(pfe.clomonaco)

Initial Entry

Nov-25-2020 01:52:05 ACVOPFEINFPE000
(UTC-05:00) Eastern Time
(US & Canada)

Amol Shinde Query 1: Closed
(pfe.shindal8)

Response satisfies
query

Nov-25-2020 01:43:40 ACVOPFEINFPE000
(UTC-05:00) Eastern Time
(US & Canada)

Amol Shinde Query 1: Reissued:Opened
(pfe.shindal8)

DM1: Please verify
patient details and
update when subject is
having first sign and
symptoms of Covid
ILL dueto which
assessment has been
done. Thank you.

Nov-24-2020 15:12:26 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry

(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable

(US & Canada)

Nov-24-2020 06:57:50 ACVOPFEINFP6000 | auto query Query 1: Answered unknown

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

(US & Canada)

Nov-24-2020 06:57:50 ACVOPFEINFP6000 | Julie Mooney Data Entry: unknown

(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-24-2020 06:43:08 ACVOPFEINFP6000 | DivyaM Query 1: Opened DM: Since dl the

(UTC-05:00) Eastern Time (pfe md09) symptoms are marked

(US & Canada) as Unknown, please
review and clarify the
date of first symptom
reported. Please
update data as
appropriate.

Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco Nov/8/2020

(US & Canada) (pfe.clomonaco)

| 3. Symptoms Ongoing?
| Date L ocation User Value Reason
Dec-05-2020 08:03:12 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry

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

(pfe.jmooney) Not Applicable

Dec-05-2020 08:03:02 ACVOPFEINFP6000
(UTC-05:00) Eastern

Julie Mooney Data Entry:
(pfe.jmooney)

Transcription Error
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Time (US & Canada)

Nov-30-2020 15:36:58 ACVOPFEINFP6000 | Erik Sundgaard Query 2: Closed Response satisfies

(UTC-05:00) Eastern (pfe.sundgaardea) query

Time (US & Canada)

Nov-30-2020 13:17:12 ACVOPFEINFPG6000 | auto query Query 2: Answered Initial Entry

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-30-2020 13:17:12 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco YES

Time (US & Canada) (pfe.clomonaco)

Nov-30-2020 13:16:58 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco

Time (US & Canada) (pfe.clomonaco)

Nov-26-2020 07:28:31 ACVOPFEINFP6000 | Cavinvan Query 2: Reissued:Opened DM: Please review

(UTC-05:00) Eastern Schalkwyk and update

Time (US & Canada) (pfe.vanscc0l) Symptoms Ongoing
at item #3 with the
help of CRA. Thank
you.

Nov-25-2020 16:13:43 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered No isnot an option

(UTC-05:00) Eastern (pfe.jmooney) only Not Done, N/A,

Time (US & Canada) or Unknown

Nov-25-2020 01:54:11 ACVOPFEINFP6000 |Amoal Shinde Query 1: Closed Response satisfies

(UTC-05:00) Eastern (pfe.shindal8) query

Time (US & Canada)

Nov-25-2020 01:53:59 ACVOPFEINFP6000 | Amol Shinde Query 2: Opened DM: Please update

(UTC-05:00) Eastern (pfe.shindal8) Symptom Present =

Time (US & Canada) NO instead not
applicable for all
symptoms field on
this form. Thank you.

Nov-24-2020 15:13:18 ACVOPFEINFP6000 | Julie Mooney Query 1: Answered Changed data per

(UTC-05:00) Eastern (pfe.jmooney) query

Time (US & Canada)

Nov-24-2020 15:12:37 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry

(UTC-05:00) Eastern (pfe.jmooney) Not Applicable

Time (US & Canada)

Nov-24-2020 07:48:24 ACVOPFEINFP6000 | Astrud van der Query 1: Reissued:Opened Form should be

(UTC-05:00) Eastern Merwe completed for

Time (US & Canada) (pfe.vandea62) subjects who
experience
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Generated Time (GMT): 29-Mar-2021 04:04

symptoms. If no
symptoms
experienced, then
Date of Assessment
should be entered,
Date of First
Symptom Started =
Not Applicable,
Symptom Ongoing?
= Not Applicable &
Symptom Present =
NO for al symptoms

Nov-23-2020 13:36:24 ACVOPFEINFP6000 | auto query Query 1: Answered unknown

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-23-2020 13:36:24 ACVOPFEINFP6000 | Julie Mooney Data Entry: unknown

(UTC-05:00) Eastern (pfe.jmooney)

Time (US & Canada)

Nov-22-2020 23:49:21 ACVOPFEINFPE000 | Gajanan Query 1: Reissued:Opened DM : Symptoms

(UTC-05:00) Eastern Deshmukh ongoing is recorded

Time (US & Canada) (pfe.deshmg08) as YES. However,
Symptom present are
recorded as
unknown. Please
review and update.
Else, clarify.

Nov-19-2020 08:17:50 ACVOPFEINFP6000 | Julie Mooney Query 1: Answered COVID illness visit

(UTC-05:00) Eastern (pfe.jmooney) completed off of

Time (US & Canada) hospital medical
records - no
symptoms listed on
medical records -
covid visit completed
per sponsor request

Nov-18-2020 00:59:48 ACVOPFEINFP6000 | Vikas Joshi Query 1: Reissued:Opened DM: Per CRF

(UTC-05:00) Eastern (pfejoshiv22) completion

Time (US & Canada) guidelines section
8.30.5, If the
symptoms were
present AT ANY

TIME during the
Potential COVID-19
IlIness, please
enter/update this
CRF to reflect al the
symptoms that the
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participant reported
throughout the
IlIness.
Nov-17-2020 08:40:07 ACVOPFEINFP6000 | Julie Mooney Query 1: Answered correct asis
(UTC-05:00) Eastern (pfe.jmooney)
Time (US & Canada)
Nov-17-2020 07:29:02 ACVOPFEINFP6000 | Nishanthi Query 1: Opened DM Query:
(UTC-05:00) Eastern Audhimoolam Symptoms present
Time (US & Canada) (pfe.audhin) are Unknown. Please
review and update
the data as
appropriate. Thank
you.
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern LoMonaco YES
Time (US & Canada) (pfe.clomonaco)
[4a
| Date L ocation User Value Reason
Jan-06-2021 14:40:58 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: FEVER
(US & Canada) Symptom Present: NO
Jan-06-2021 14:40:46 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: FEVER
(US& Canada) Symptom Present:
Nov-24-2020 15:13:42 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: FEVER
(US & Canada) Symptom Present: Not Applicable
Nov-16-2020 15:16:48 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: FEVER
(US & Canada) (pfe.clomonaco) Symptom Present: Unknown
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: EEVER
(US & Canada) (pfe.clomonaco) Symptom Present:
| 4.a Symptoms:
’ Date | L ocation | User | Value ’ Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
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(UTC-05:00) Eastern Time LoMonaco FEVER
(US & Canada) (pfe.clomonaco)

’ 4.a Was symptom present?

’Date |Location |User |Value |Reason
Jan-06-2021 14.40:58 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)

Jan-06-2021 14:40:46 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-24-2020 15:13:42 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable

(US & Canada)

Nov-16-2020 15:16:48 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown

(US & Canada) (pfe.clomonaco)

|ab

| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P NO

resent:
Jan-06-2021 14:41:46 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Symptoms. NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P

resent:
Nov-24-2020 15:14:00 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Symptoms: NEW OR INCREAS
(US & Canada) ED COUGH

Symptom P Not Applicable

resent:
Nov-16-2020 15:16:56 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: NEW OR INCREAS
(US & Canada) (pfe.clomonaco) ED COUGH

Symptom P Unknown

resent:

Page 206 of 334

*** Confidential***

FDA-CBER-2021-5683-0044285




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 10-Oct-2020 16:02

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: NEW OR INCREAS
(US & Canada) (pfe.clomonaco) ED COUGH
Symptom P
resent:
’ 4.b Symptoms:
| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NEW OR INCREASED COUGH
(US & Canada) (pfe.clomonaco)
| 4.b Was symptom present?
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:41:46 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:14:00 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:16:56 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)
[4c
’ Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Sympto  NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH
Sympto NO
m Presen
t:
Jan-06-2021 14:42:03 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Sympto NEW OR INCREASED
(US & Canada) ms. SHORTNESS OF BREA
TH
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Sympto
m Presen
t:
Nov-24-2020 15:14:14 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Sympto NEW OR INCREASED
(US & Canada) ms: SHORTNESS OF BREA
TH
Sympto Not Applicable
m Presen
t:
Nov-16-2020 15:17:07 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sympto NEW OR INCREASED
(US & Canada) (pfe.clomonaco) | ms; SHORTNESS OF BREA
TH
Sympto Unknown
m Presen
t:
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Sympto NEW OR INCREASED
(US & Canada) (pfe.clomonaco) | ms; SHORTNESS OF BREA
TH
Sympto
m Presen
t:
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’ 4.c Symptoms:

| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NEW OR INCREASED SHORTNE
(US & Canada) (pfe.clomonaco) | SS OF BREATH

| 4.c Was symptom present?

| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:42:03 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:14:14 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:17:07 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)

|ad

’ Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: CHILLS
(US & Canada) Symptom Present: NO
Jan-06-2021 14:42:17 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: CHILLS
(US & Canada) Symptom Present:
Nov-24-2020 15:14:29 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: CHILLS
(US & Cenada) Symptom Present: Not Applicable
Nov-16-2020 15:17:15 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: CHILLS
(US & Canada) (pfe.clomonaco) Symptom Present: Unknown
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: CHILLS
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’ (US & Canada) ‘ ‘ (pfe.clomonaco) | Symptom Present: ‘
’ 4.d Symptoms:
|Date |Location |User |Value |Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco CHILLS
(US & Canada) (pfe.clomonaco)
| 4.d Was symptom present?
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:42:17 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:14:29 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:17:15 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)
| 4e
’ Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms NEW OR INCREASE
(US& Canada) : D MUSCLE PAIN
Symptom NO
Present:
Jan-06-2021 14:42:30 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) metoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN
Symptom
Present:
Nov-24-2020 15:14:43 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms NEW OR INCREASE
(US & Canada) : D MUSCLE PAIN

Page 210 of 334

*** Confidential***
FDA-CBER-2021-5683-0044289




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials; ---

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

Symptom Not Applicable

Present:
Nov-16-2020 15:17:24 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms NEW OR INCREASE
(US & Canada) (pfe.clomonaco) | - D MUSCLE PAIN

Symptom  Unknown

Present:
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms NEW OR INCREASE
(US & Canada) (pfe.clomonaco) | - D MUSCLE PAIN

Symptom

Present:

| 4.e Symptoms:

| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NEW OR INCREASED MUSCLE
(US & Canada) (pfe.clomonaco) | PAIN

| 4.e \Was symptom present?

’ Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)

Jan-06-2021 14:42:30 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-24-2020 15:14:43 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable

(US & Canada)

Nov-16-2020 15:17:24 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown

(US & Canada) (pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

|af
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL
Symptom NO
Present:
Jan-06-2021 14:42:44 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL
Symptom
Present:
Nov-24-2020 15:15:00 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Symptoms: NEW LOSS OF TAS
(US & Canada) TE OR SMELL
Symptom  Not Applicable
Present:
Nov-16-2020 15:17:34 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms. NEW LOSS OF TAS
(US & Canada) (pfe.clomonaco) TE OR SMELL
Symptom  Unknown
Present:
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: NEW LOSS OF TAS
(US & Canada) (pfe.clomonaco) TE OR SMELL
Symptom
Present:
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Nov/09/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

| 4.f Symptoms:

| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NEW LOSS OF TASTE OR SMEL
(US & Canada) (pfe.clomonaco) | L

| 4.f Was symptom present?

’ Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)

Jan-06-2021 14:42:44 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-24-2020 15:15:00 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable

(US & Canada)

Nov-16-2020 15:17:34 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown

(US & Canada) (pfe.clomonaco)

I

| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) symptoms NEW OR INCREASE
(US & Canada) : D SORE THROAT

Symptom NO

Present:
Jan-06-2021 14:43:10 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) symptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT

Symptom

Present:
Nov-24-2020 15:15:19 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) a/mptoms NEW OR INCREASE
(US & Canada) ; D SORE THROAT

Symptom Not Applicable

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

Nov-16-2020 15:17:43 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms NEW OR INCREASE
(US & Canada) (pfe.clomonaco) | - D SORE THROAT
Symptom Unknown
Present:
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms NEW OR INCREASE
(US & Canada) (pfe.clomonaco) | - D SORE THROAT
Symptom
Present:
| 4.g Symptoms:
| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NEW OR INCREASED SORE TH
(US & Canada) (pfe.clomonaco) | ROAT
| 4.9 Was symptom present?
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFPE000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:43:10 ACVOPFEINFPE000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:15:19 ACVOPFEINFPE000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:17:43 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)
|ah
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms:; DIARRHEA
(US & Canad) Symptom Present: NO
Jan-06-2021 14:43:26 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(pfe.jmooney)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Nov/09/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
(US & Canada) Symptoms: DIARRHEA
Symptom Present:
Nov-24-2020 15:15:33 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: DIARRHEA
(US & Canada) Symptom Present Not Applicabl
: e
Nov-16-2020 15:17:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: DIARRHEA
(US& Canada) (pfe.clomonaco) | gymntom Present: Unknown
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: DIARRHEA
(US & Canada) (pfe.clomonaco) Symptom Present:
| 4.h Symptoms:
| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco DIARRHEA
(US & Canada) (pfe.clomonaco)
| 4.h Was symptom present?
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:43:26 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:15:33 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:17:52 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)
i
| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: VOMITING
(US& Canada) Symptom Present: NO
Jan-06-2021 14:43:47 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: VOMITING
(US & Canada) Symptom Present:
Nov-24-2020 15:15:49 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Symptoms: VOMITING
(US& Canadg) Symptom Present Not Applicabl
: e

Nov-16-2020 15:18:01 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms: VOMITING
(US & Canada) (pfe.clomonaco) | gymntom Present: Unknown
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Symptoms:; VOMITING
(US & Canada) (pfe.clomonaco) Symptom Present:

| 4.i Symptoms:

| Date L ocation User Value Reason
Nov-16-2020 15:16:38 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco VOMITING
(US & Canada) (pfe.clomonaco)

| 4.i Was symptom present?

| Date L ocation User Value Reason
Jan-06-2021 14:44:02 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada)
Jan-06-2021 14:43:47 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-24-2020 15:15:49 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Not Applicable
(US & Canada)
Nov-16-2020 15:18:01 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown
(US & Canada) (pfe.clomonaco)
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

(US & Canada)

(pfe.clomonaco)

Date L ocation User Value Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

’ 1. Actual Date of Collection:

’ Date L ocation User Value Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020
(US & Canada) (pfe.clomonaco)

| 2. Specimen Type:

| Date L ocation User Value Reason
Nov-23-2020 17:34:31 ACVOPFEINFP6000 | Julie Mooney Data Entry: New Information

(UTC-05:00) Eastern Time

(pfe.jmooney)

SWABBED MATERIAL

(US & Canada)

Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco RESPIRATORY SECRETIONS

(US & Canada) (pfe.clomonaco)

| 3. Specimen Collection Location:
’ Date L ocation User Value Reason

Nov-17-2020 10:05:01 ACVOPFEINFP6000 | Jennifer Query 1: Closed Response satisfies

(UTC-05:00) Eastern Mathias query

Time (US & Canada) (pfe.mathij15)

Nov-17-2020 08:43:04 ACVOPFEINFP6000 | Julie Mooney Query 1: Answered specimen collection

(UTC-05:00) Eastern (pfe.jmooney) location unknown per

Time (US & Canada) source

Nov-17-2020 08:23:06 ACVOPFEINFP6000 | Jennifer Query 1: Opened Per eCRF completion

(UTC-05:00) Eastern Mathias guidelines, if

Time (US & Canada) (pfe.mathij15) Respiratory Secretions
areindicated asthe
Specimen Type, please
select LOWER
RESPIRATORY
SYSTEM. Otherwise,
please indicate the site
of the Swab as
NASOPHARYNX or
THROAT.

Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco NASOPHARY NX

Time (US & Canada) (pfe.clomonaco)

4. Assay Code and Description:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 06-Jul-2020 21:54

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initial

S: ——

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

’Date L ocation | User |VaJue Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SEVERE ACUTE RESP SYNDROM
(US & Canada) E CORONAVIRUS 2

’ 5. Device Type:

| Date L ocation | User | Value Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SARS-COV-2 DIAGNOSTIC TEST
(US & Canada)

| 6. Trade Name:

| Date L ocation User Value Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco OTHER
(US & Canada) (pfe.clomonaco)

| 7. Test Result:

’ Date L ocation User Value Reason
Nov-24-2020 00:16:36 ACVOPFEINFPE000 | Gajanan Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Deshmukh query
(US & Canada) (pfe.deshmg08)

Nov-23-2020 17:33:59 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

(US & Canada)

Nov-23-2020 17:33:59 ACVOPFEINFP6000 |JulieMooney |DataEntry: New Information

(UTC-05:00) Eastern Time (pfejmooney) | NEGATIVE

(US & Canada)

Nov-20-2020 02:18:34 ACVOPFEINFP6000 | Amol Shinde Query 1: Reissued:Opened DM: Please let us

(UTC-05:00) Eastern Time (pfe.shindal8) know when you will

(US & Canada) be able to update test
results. Thank you.

Nov-19-2020 08:18:49 ACVOPFEINFP6000 |[Julie Mooney | Query 1: Answered results are till

(UTC-05:00) Eastern Time (pfe.jmooney) unknown at thistime

(US & Canada)

Nov-18-2020 05:00:16 ACVOPFEINFP6000 | Rajashekhar Query 1: Opened DM: The response

(UTC-05:00) Eastern Time Reddy for "Test Results' is

(US & Canada) (pfe reddyr51) missing. Kindly
review and update.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 06-Jul-2020 21:54
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

’ 8. Comments/Findings/Detalils:

| Date L ocation User Value Reason
Nov-23-2020 17:34:41 ACVOPFEINFPE000 | Julie Mooney Data Entry: New Information

(UTC-05:00) Eastern Time

(pfe.jmooney)

(US & Canada)
Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco PENDING RESULTS
(US & Canada) (pfe.clomonaco)

|9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Nov-16-2020 15:19:41 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NALT UNKNOWN

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Nov/09/2020 Audit Trail History

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

’ 1. Data Origin

| Date L ocation | User | Value Reason
Nov-16-2020 15:20:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

|Date L ocation |User |Value Reason
Nov-16-2020 15:20:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Nov-16-2020 15:20:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation User Value Reason
Nov-16-2020 15:20:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco UNABLE TO CONTACT SUBJEC
(US & Canada) (pfe.clomonaco) | T AT THISTIME TO OBTAIN SW
AB
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Nov/09/2020 Trail History

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

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

’ 1. Data Origin

| Date L ocation | User | Value Reason
Nov-16-2020 15:21:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

|Date L ocation |User |Value Reason
Nov-16-2020 15:21:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Nov-16-2020 15:21:25 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

| Date L ocation User Value Reason
Nov-16-2020 15:21:25 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NOT ABLE TO COLLECT UNAB
(US & Canada) (pfe.clomonaco) | LE TO CONTACT SUBJECT AT T
IME
Page 222 of 334

*** Confidential***
FDA-CBER-2021-5683-0044301



090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

12

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Type of Practitioner:  SPECIA
(US & Canada) (pfe.clomonaco) LIST

Occurrenceof Visitsor NO
Contacts:

| 1l.aPhysician or Healthcare Professional:

’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco SPECIALIST
(US & Canada) (pfe.clomonaco)

’ 1.a Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

1D

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Type of Practitione EMERGENC

(US & Canada)

(pfe.clomonaco) Y ROOM

Occurrence of Visit NO
sor Contacts:

-

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 1.b Physician or Healthcare Professional:

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco EMERGENCY ROOM
(US & Canada) (pfe.clomonaco)
| 1.b Occurrence of Visitsor Contacts:
| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)
e
’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Type of Practitio PRIMARY CA
(US& Canada) (pfe.clomonaco) | ner: RE PHYSICIA
N
Occurrence of Vi NO
sitsor Contacts:
’ 1.c Physician or Healthcare Professional:
| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco PRIMARY CARE PHYSICIAN
(US & Canada) (pfe.clomonaco)
| 1.c Occurrence of Visits or Contacts:
| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)
|1
’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Typeof Practitioner: URGENT
(US & Canada) (pfe.clomonaco) CARE
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
Nov/09/2020

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Occurrenceof Visits NO
or Contacts:

’ 1.d Physician or Healthcare Professional:

|Date |Location |User |Value |Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco URGENT CARE

(US & Canada) (pfe.clomonaco)

| 1.d Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)
e
’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Type of Practitio TELEPHONE C
(US& Canada) (pfe.clomonaco) | ner: ONSULTATION

Occurrenceof V NO
isitsor Contacts:

’ 1.e Physician or Healthcare Professional:

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco TELEPHONE CONSULTATION

(US & Canada) (pfe.clomonaco)

| 1.e Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

1f

’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

(US & Canada)

(pfe.clomonaco) | Type of Practitio OTHER
ner:

Occurrenceof V YES
isitsor Contacts Number of Visit
: sor Contacts:

1

’ 1.f Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco OTHER
(US & Canada) (pfe.clomonaco)

’ 1.f Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES
(US & Canada) (pfe.clomonaco) | Number of Visits or Contacts:

1

’ 2. Other Type of Practitioner Specify:

| Date L ocation User Value Reason
Nov-17-2020 15:36:52 ACVOPFEINFP6000 | Rupa N Shah Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.shahr4) query
Time (US & Canada)

Nov-17-2020 14:27:41 ACVOPFEINFPE000 | Julie Mooney Query 1: Answered updated

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

(pfe.jmooney)

Time (US & Canada)

Nov-17-2020 14:16:50 ACVOPFEINFP6000 | Rupa N Shah | Query 1: Opened CLIQUERY: IF the

(UTC-05:00) Eastern (pfe.shahr4) subject has been

Time (US & Canada) hospitalized, please
enter question in the
line item #3 as yes and
complete the
HOSPITALIZATION
CRF.

Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco HOSPITALIZED

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

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

| Date

L ocation

User

Value

Reason

Nov-24-2020 08:31:02

ACVOPFEINFP6000

Vrunda Parikh

Query 2: Closed

Response satisfies

(US & Canada)

Has the subject been in intensive
care due to potential COVID-19 il
Iness?

(UTC-05:00) Eastern Time (pfe.parikv06) query

(US & Canada)

Nov-23-2020 17:43:11 ACVOPFEINFP6000 |Julie Mooney Query 2: Answered updated

(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-18-2020 12:22:17 ACVOPFEINFP6000 | VrundaPerikh | Query 2: Opened CLINQUERY:

(UTC-05:00) Eastern Time (pfe.parikv06) Subject was

(US & Canada) hospitalized. Please
enter on the relevant
CRF form any
available information
(vital signs, pulse
oxymet, respiratory
treatment, lab results,
imaging...). Please
make every effort to
obtain this
information.

Nov-17-2020 15:37:03 ACVOPFEINFP6000 | Rupal N Shah Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time (pfe.shahr4) query

(US & Canada)

Nov-17-2020 14:27:15 ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error

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

(US & Canada)

Nov-17-2020 14:27:15 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error

(UTC-05:00) Eastern Time (pfe.jmooney) YES

*** Confidential***

YES
Nov-17-2020 14:18:36 ACVOPFEINFP6000 | Rupa N Shah | Query 1: Opened CLIQUERY: Given
(UTC-05:00) Eastern Time (pfe.shahr4) that the subject has
(US & Canada) been hospitalized,
please update the
answer to this
question as
appropriate.
Nov-16-2020 15:22:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:02

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

(US & Canada)

(pfe.clomonaco)

Date L ocation User Value Reason
Nov-17-2020 15:36:11 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

’ 1. Hospitalization Category:

’Date L ocation |User |VaJue Reason
Nov-17-2020 15:36:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[HOSPITALIZATION STATUS
(US & Canada)

| 2. Hospitalization Term:

| Date L ocation User Value Reason
Nov-17-2020 15:36:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco ICU
(US & Canada) (pfe.clomonaco)

| 3. Admission Date:

’ Date L ocation User Value Reason
Nov-17-2020 16:05:30 ACVOPFEINFP6000 | Rupa N Shah Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.shahr4) query
Time (US & Canada)

Nov-17-2020 15:41:36 ACVOPFEINFPE000 | Chelsey Query 1: Answered HOSPITALIZATION

(UTC-05:00) Eastern LoMonaco DETAILSARE

Time (US & Canada) (pfe.clomonaco) CURRENTLY
UNKNOWN AT THIS
TIME

Nov-17-2020 15:39:40 ACVOPFEINFP6000 | Rupa N Shah Query 1: Opened CLIQUERY: please

(UTC-05:00) Eastern (pfe.shahr4) add another row for

Time (US & Canada) hospitalization details
(e.g admission date).

Nov-17-2020 15:36:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco Nov/8/2020

Time (US & Canada) (pfe.clomonaco)

| 4. Ongoing?
| Date L ocation User Value Reason
Nov-17-2020 15:36:11 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 06-Jul-2020 21:53

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: RESPIRATORY TREATMENT - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

(US & Canada)

(pfe.clomonaco)

Date L ocation User Value Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

’ 1. What isthe treatment | dentifier?

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |1
(US & Canada)

| 2. Concomitant Non-drug Treatment Pre-specified:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | YES
(US & Canada)

| 3. Treatment:

’ Date L ocation User Value Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco MECHANICAL VENTILATION
(US & Canada) (pfe.clomonaco)

’ 4. Treatment:

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | MECHANICAL VENTILATION
(US & Canada)
| 5. Start Date:
| Date L ocation User Value Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020
(US & Canada) (pfe.clomonaco)
| 6. Ongoing?

’ Date L ocation User Value Reason
Nov-16-2020 15:23:32 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco YES

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

’ 1. Category of Clinical Event:

| Date L ocation | User | Value Reason
Nov-16-2020 15:24:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS
(US & Canada)
| 2. Was a diagnosis obtained for Potential COVID-19 |lIness?
| Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Closed | Discrepancy has
17:33:16 Oracle been closed.
(UTC-05:00) (pfe.PFETMYS)
Eastern Time (US
& Canada)
Nov-17-2020 ACVOPFEINFP6000 auto query Query 2: Answer | per request
14:26:22 (autoquery) ed
(UTC-05:00)
Eastern Time (US
& Canada)
Nov-17-2020 ACVOPFEINFP6000 Julie Mooney Data Entry: per request
14:26:22 (pfe.jmooney) YES
(UTC-05:00) Respiratory IlIn
Eastern Time (US ess Diagnosis:
& Canada)
ACUTE RESP
IRATORY FA
ILURE
Date of Diagnos
is:
Nov/8/2020
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 2: Opened | Multiple concepts
12:34:39 Oracle in the term
(UTC-05:00) (pfe.PFETMYS) ACUTE
Eastern Time (US RESPIRATORY
& Canada) FAILURE AND
OVERDOSE
AND CARDIAC
ARREST. Split the
terminto ACUTE
RESPIRATORY

*** Confidential***

Page 233 of 334

FDA-CBER-2021-5683-0044312




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

FAILURE and
OVERDOSE and
CARDIAC
ARREST and
report as separate
entries. Thank
you.
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has
09:21:23 Oracle been closed.
(UTC-05:00) (pfe.PFETMS)
Eastern Time (US
& Canada)
Nov-17-2020 ACVOPFEINFP6000 auto query Query 1: Answer | Changed
08:41:53 (autoquery) ed Information
(UTC-05:00)
Eastern Time (US
& Canada)
Nov-17-2020 ACVOPFEINFP6000 Julie Mooney Data Entry: Changed
08:41:53 (pfe.jmooney) YES Information
(UTC-05:00) Respiratory IlIn
Eastern Time (US ess Diagnosis:
& Canada)
ACUTE RESP
IRATORY FA
ILURE and O
VERDOSE an
d CARDIAC
ARREST
Date of Diagnos
is:
Nov/8/2020
Nov-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Multiple concepts
03:00:22 Oracle in the term
(UTC-05:00) (pfe.PFETMYS) ACUTE
Eastern Time (US RESPIRATORY
& Canada) FAILURE,
OVERDOSE,
CARDIAC

ARREST. Split the
terminto ACUTE
RESPIRATORY
FAILURE and
OVERDOSE and
CARDIAC
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - eCRF Audit Trail History

Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

ARREST and
report as 3
Separate entries.
Thank you.
Nov-16-2020 ACVOPFEINFP6000 Chelsey Data Entry: Initial Entry
15:24:04 LoMonaco YES
(UTC-05:00) (pfe.clomonaco) | Respiratory llIn
Eastern Time (US ess Diagnosis:
& Canada)
ACUTE RESP
IRATORY FA
ILURE, OVE
RDOSE, CAR
DIAC ARRES
T
Date of Diagnos
is:
Nov/8/2020
’ 3. Toxicity Grade:
’ Date L ocation User Value Reason
Nov-16-2020 15:24:04 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 4

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - Audit

Nov/09/2020

Form Version: 10-Oct-2020 15:58

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Trail
Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

’ 1. Lab Pand:

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | CLINICAL CHEMISTRY
(US & Canada)

| 2. Laboratory Name and Address

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Strong Memorial Labs 601 EImwoo
(US & Canada) (pfe.clomonaco) | d Avenue Rochester, NY 14642

| 3. Collection Date:

’ Date L ocation User Value Reason
Nov-16-2020 16:28:53 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney) Nov/10/2020
(US & Canada)

Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020
(US & Canada) (pfe.clomonaco)

’ 4. Specimen Type:

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLOOD
(US & Canada)
| 5a
|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined | 329
(US & Canada) dentifier:

Test:: C Reactive Protei
n_PX329
Result::
Not Done:: NOT DONE
Lab Normal Rang
e
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 15:58

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

’ 5.a Sponsor ID:
|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | 329

(US & Canada)

| 5.aTest:

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco C Reactive Protein_PX329
(US & Canada) (pfe.clomonaco)

| 5.aNot Done:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NOT DONE
(US & Canada) (pfe.clomonaco)

50

’ Date L ocation | User | Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Define 30
(US & Canada) d Identifier:

Test:: Alanine Aminotrans
ferase_PX30
Result:: 64
Not Done::
Lab Normal Ra Low
nge: 0
High
50
Unit
uU/L
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.b Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |30
(US & Canada)

| 5.b Test:

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Alanine Aminotransferase PX30
(US & Canada) (pfe.clomonaco)

|55 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 64
(US & Canada) (pfe.clomonaco)

’ 5bLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | O

High
50

Unit
uU/L

[sc

’ Date L ocation ‘ User | Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Define 28
(US & Canada) d Identifier:

Test:: Aspartate Aminotra
nsferase PX28
Result:: 24
Not Done::
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Lab Normal Ra Low
nge: 0
High
50
Unit
u/L

| 5.c Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |28
(US & Canada)

| 5.c Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Aspartate Aminotransferase_PX28
(US & Canada) (pfe.clomonaco)

’ 5.c Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 24
(US & Canada) (pfe.clomonaco)

’ 5.cLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | O

High
50
Unit
uU/L
5
’ Date L ocation ‘ User | Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined 35
(US & Canada) I dentifier:
Test:: Alkaline Phosphat
ase PX35
Result:: 61
Not Done::
Lab Normal Ran Low
ge 40
High
130
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 15:58

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

Audit Trail History

Form Status: Data Complete, Not Complete
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

’ 5.d Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |35
(US & Canada)

| 5.d Test:

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Alkaline Phosphatase PX35
(US & Canada) (pfe.clomonaco)

|50 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 61
(US & Canada) (pfe.clomonaco)

’ 5dLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 40

High
130

Unit
uU/L

[se

’ Date L ocation ‘ User | Value Reason
Mar-12-2021 12:24:30 ACVOPFEINFP6000 | Jessica Data Entry: Transcription Error
(UTC-05:00) Eastern Time Fisher Sponsor-Defined Iden 21
(US & Canada) (pfejfisher) | tifier:

Test:: Bilirubin_P
X21
Result:: 05
Not Done::
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Lab Normal Range: Low
0.0
High
12
Unit
mg/dL
Nov-16-2020 15:27:28 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Sponsor -Defined Iden 21
(US & Canada) tifier:
Test:: Bilirubin_P
X21
Result:: 05
Not Done::
Lab Normal Range: Low
0.0
High
12
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 15:58

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

’ 5.e Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |21
(US & Canada)

| 5.e Test:

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Bilirubin_PX21
(US & Canada) (pfe.clomonaco)

| 5.e Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 0.5
(US & Canada) (pfe.clomonaco)

’ 5.eLNMT

’ Date L ocation User Value Reason
Mar-13-2021 11:20:38 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Bouguermouh query
(US & Canada) (pfe.bougus)

Mar-12-2021 12:24:30 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Mar-12-2021 12:24:30 ACVOPFEINFP6000 | Jessica Fisher Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfejfisher) Low
(US & Canada) 0.0
High
12
Unit
mg/dL
Mar-10-2021 21:59:30 ACVOPFEINFP6000 |Salim Query 1: Opened Clin: The Unit
(UTC-05:00) Eastern Time Bouguermouh entered on the CRF is
(US & Canada) (pfe.bougus) not correct. Please
The Unit should be
"mg/dL"
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Not Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 0.0
High
12
Unit
U/L
’ 5.f
| Date L ocation | User | Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined 47
(US & Canada) Identifier:
Test:: Blood Urea Nitrog
en_PX47
Result:: 12
Not Done::
Lab Normal Ran Low
ge 6
High
20
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Nov/09/2020 Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Not Complete

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.f Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |47
(US & Canada)

| 5.f Test:

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Blood Urea Nitrogen_PX47
(US & Canada) (pfe.clomonaco)

| 5.f Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 12
(US & Canada) (pfe.clomonaco)

’ 5fLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 6

High
20

Unit
mg/dL

59

’ Date L ocation ‘ User ’ Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Iden 48
(US & Canada) tifier:

Test:: Creatinine_P
X48
Result:: 0.79
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:58
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY - eCRF
Audit Trail History

Form Status: Data Complete, Not Complete

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Lab Normal Range: Low
0.67
High
117
Unit
mg/dL

| 5.g Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |48
(US & Canada)

| 5.9 Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Creatinine_PX48
(US & Canada) (pfe.clomonaco)

’ 5.0 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 0.79
(US & Canada) (pfe.clomonaco)

’ 5.gLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:27:28 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 0.67

High
117

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Trail
Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology - Audit
Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

Date

L ocation

User Value Reason

Nov-16-2020 16:33:49
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Julie Mooney | Form Created
(pfe.jmooney)

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Back to Form

’ 1. Lab Pand:

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | HEMATOLOGY
(US & Canada)

| 2. Laboratory Name and Address

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

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

LoMonaco Strong Memorial Labs 601 EImwoo
(pfe.clomonaco) | d Avenue Rochester, NY 14642

| 3. Collection Date:

’ Date L ocation User Value Reason
Nov-16-2020 16:29:13 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney) Nov/10/2020
(US & Canada)

Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020
(US & Canada) (pfe.clomonaco)

’ 4. Specimen Type:

’Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLOOD
(US & Canada)

| 5a

| Date L ocation | User | Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 1
(US & Canada) ntifier:

Test:: Hemoglobin_
PX1
Result:: 13.7
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Lab Normal Range: Low
13.7

High
175

Unit
g/dL

| 5.a Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

| 5.a Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Hemoglobin_PX1
(US & Canada) (pfe.clomonaco)

’ 5.a Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 137
(US & Canada) (pfe.clomonaco)

’ 5aLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 13.7

High
175
Unit
g/dL
50
’ Date L ocation | User ’ Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Iden 2
(US & Canada) tifier:
Test:: Hematocrit_P
X2
Result:: 41
Not Done::
Lab Normal Range: Low
40
High
51
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.b Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

| 5.b Test:

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Hematocrit_PX2
(US & Canada) (pfe.clomonaco)

|55 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 41
(US & Canada) (pfe.clomonaco)

’ 5bLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 40

High
51

Unit
%

[sc

’ Date L ocation ’ User | Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 3
(US& Canada) ntifier:

Test:: Erythrocytes
PX3
Result:: 4.6
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Lab Normal Range: Low
4.6
High
6.1
Unit
10M3/uL

| 5.c Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (3
(US & Canada)

| 5.c Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Erythrocytes PX3
(US & Canada) (pfe.clomonaco)

’ 5.c Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 4.6
(US & Canada) (pfe.clomonaco)

’ 5.cLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 4.6

High
6.1
Unit
10"3/uL
5
’ Date L ocation ’ User | Value Reason
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Identi 5
(US & Canada) fier:
Test:: Platelets P
X5
Result:: 234
Not Done::
Lab Normal Range: Low
150
High
330
Unit
10"3/uL
Page 255 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

’ 5.d Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

| 5.d Test:

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Platelets PX5
(US & Canada) (pfe.clomonaco)

|50 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 234
(US & Canada) (pfe.clomonaco)

’ 5dLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 150

High
330
Unit
10"3/uL

[se

’ Date L ocation ’ User | Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Iden 7
(US & Canada) tifier:

Test:: Leukocytes P
X7
Result:: 59
Not Done::
Page 256 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Lab Normal Range: Low
4.2
High
9.1
Unit
10"3/uL

| 5.e Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (7
(US & Canada)

| 5.eTest:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Leukocytes PX7
(US & Canada) (pfe.clomonaco)

’ 5.e Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 5.9
(US & Canada) (pfe.clomonaco)

’ 5eLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 4.2

High
9.1
Unit
10"3/uL
E
’ Date L ocation ’ User | Value Reason
Page 257 of 334
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 608
(US& Canada) ntifier:
Test:: Neutrophils_P
X608
Result:: 4.0
Not Done::
Lab Normal Range: Low
18
High
54
Unit
10M3/uL
Page 258 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.f Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 608
(US & Canada)

| 5.f Test:

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Neutrophils PX608
(US & Canada) (pfe.clomonaco)

| 5.f Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 4.0
(US & Canada) (pfe.clomonaco)

’ 5fLNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 1.8

High
5.4
Unit
10"3/uL

59

’ Date L ocation ’ User | Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 609
(US& Canada) ntifier:

Test:: Eosinophils_P
X609
Result:: 0.2
Not Done::
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Lab Normal Range: Low
0.0
High
05
Unit
10M3/uL

| 5.g Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 609
(US & Canada)

| 5.9 Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Eosinophils PX609
(US & Canada) (pfe.clomonaco)

’ 5.0 Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 0.2
(US & Canada) (pfe.clomonaco)

’ 5gLNMT

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 0.0

High
0.5
Unit
10"3/uL
5h
’ Date L ocation ’ User | Value Reason
Page 260 of 334

*** Confidential***
FDA-CBER-2021-5683-0044339




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 612
(US& Canada) ntifier:
Test:: Monocytes P
X612
Result:: 04
Not Done::
Lab Normal Range: Low
0.3
High
0.8
Unit
10M3/uL
Page 261 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

’ 5.h Sponsor ID:
|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 612
(US & Canada)
| 5.h Test:
| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Monocytes PX612
(US & Canada) (pfe.clomonaco)
| 5h Result
’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 04
(US & Canada) (pfe.clomonaco)
’ 5h LNMT
’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 0.3
High
0.8
Unit
10"3/uL
E
’ Date L ocation ’ User | Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 610
(US& Canada) ntifier:
Test:: Basophils PX
610
Result:: 0.1
Not Done::
Page 262 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Lab Normal Range: Low
0.0
High
0.1
Unit
10M3/uL

| 5.i Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 610
(US & Canada)

| 5.i Test:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Basophils PX610
(US & Canada) (pfe.clomonaco)

’5.i Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 0.1
(US & Canada) (pfe.clomonaco)

’5.i LNMT

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 0.0

High
0.1
Unit
10"3/uL
E
’ Date L ocation ’ User | Value Reason
Page 263 of 334
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Id 611
(US& Canada) entifier:
Test:: Lymphocytes P
X611
Result:: 13
Not Done::
Lab Normal Range: Low
13
High
3.6
Unit
10"3/uL
Page 264 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.j Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 611
(US & Canada)

| 5. Test:

| Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Lymphocytes PX611
(US & Canada) (pfe.clomonaco)

5] Result:

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 13
(US & Canada) (pfe.clomonaco)

’5.] LNMT

’ Date L ocation User Value Reason
Nov-16-2020 15:31:19 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Low
(US & Canada) (pfe.clomonaco) | 1.3

High
3.6
Unit
10"3/uL
Page 265 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

1. Lab Pane
’ Date L ocation | User ‘ Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | HEMATOLOGY
(US & Canada)
’ 2. Laboratory Name and Address
’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Strong Memorial Labs
(US & Canada) 601 ElImwood Avenue
Rochester, NY 14642
’ 3. Collection Date:
| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Nov/8/2020
(US & Canada)
| 4. Specimen Type:
|Date L ocation |User |Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLOOD
(US & Canada)
’ 5a
’ Date L ocation ’ User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 1
(US& Canada) ntifier:
Test:: Hemoglobin_
PX1
Result:: 15
Not Done::
Page 266 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Lab Normal Range: Low

13.7
High

175
Unit

g/dL

| 5.a Sponsor ID:

|Date L ocation |User |VaJue Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

| 5.a Test:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Hemoglobin_PX1
(US & Canada)

’ 5.a Result:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | 15
(US & Canada)

’ 5aLNMT

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Low
(US & Canada) 13.7

High
175
Unit
g/dL
50
’ Date L ocation | User ‘ Value Reason
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 16:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Iden 2
(US & Canada) tifier:

Test:: Hematocrit_P

X2

Result::

Not Done:: NOT DONE

Lab Normal Range:

| 5.b Sponsor 1D:

’ Date L ocation | User ‘ Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

’ 5.b Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Hematocrit_ PX2
(US & Canada)

| 5.b Not Done:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

| 5.c

’ Date L ocation | User ‘ Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 3
(US& Canada) ntifier:

Test:: Erythrocytes
PX3
Result::
Not Done:: NOT DONE
Lab Normal Range:
Page 268 of 334
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initial

S: ——

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

’ 5.c Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (3
(US & Canada)

| 5.c Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Erythrocytes PX3
(US & Canada)

| 5.c Not Done:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

|54

’ Date L ocation User Value Reason
Nov-16-2020 16:34:59 ACVOPFEINFPE000 |Julie Mooney |Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfejmooney) | Sponsor-Defined Iden 5
(US & Canada) tifier:

Test:: Platelets P
X5
Result:: 303
Not Done::
Lab Normal Range: Low
150
High
330
Unit
10"N3/uL
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Sponsor-Defined |den 5
(US & Canada) tifier:
Test:: Platelets P
X5
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Result:: 303
Not Done::

Lab Normal Range: Low
150

High
330

Unit
/uL
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:02

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

’ 5.d Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

| 5.d Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(pfejmooney) | Platelets PX5

(US & Canada)

|50 Result:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(pfe.jmooney) | 303

(US & Canada)
’ 5dLNMT
’ Date L ocation User Value Reason
Nov-16-2020 16:34:59 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfejmooney) | Low
(US & Canada) 150
High
330
Unit
10M3/uL
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Low
(US & Canada) 150
High
330
Unit
JuL
[se
’ Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Nov-16-2020 16:35:15 ACVOPFEINFP6000 |Julie Mooney |Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfejmooney) | Sponsor-Defined Ide 7
(US& Canada) ntifier:
Test:: Leukocytes
PX7
Result:: 11.2
Not Done::
Lab Normal Range: Low
4.2
High
9.1
Unit
10"3/uL
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Sponsor -Defined I de 7
(US & Canada) ntifier:
Test:: Leukocytes
PX7
Result:: 11.2
Not Done::
Lab Normal Range: Low
4.2
High
9.1
Unit
JuL
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.e Sponsor 1D:

|Date L ocation |User |VaJue Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (7
(US & Canada)

| 5.e Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Leukocytes PX7
(US & Canada)

| 5.e Result:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | 11.2
(US & Canada)

’ 5.eLNMT

’ Date L ocation User Value Reason
Nov-16-2020 16:35:15 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfejmooney) | Low
(US & Canada) 4.2

High
9.1
Unit
10M3/uL
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Low
(US & Canada) 4.2
High
9.1
Unit
JuL
E
’ Date L ocation | User ‘ Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/09/2020

Form Version: 10-Oct-2020 16:02
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Sponsor-Defined Ide 608
(US& Canada) ntifier:

Test:: Neutrophils_P

X608

Result::

Not Done:: NOT DONE

Lab Normal Range:

| 5.f Sponsor ID:

’ Date L ocation | User ‘ Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 608
(US & Canada)

’ 5.f Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Neutrophils_PX608
(US & Canada)

| 5.f Not Done:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

| 509

’ Date L ocation | User ‘ Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Ide 609
(US& Canada) ntifier:

Test:: Eosinophils P
X609

Result::

Not Done:: NOT DONE

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.9 Sponsor ID:

| Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFPE000 |autocalc | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 609
(US & Canada)

| 5.9 Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Eosinophils PX609
(US & Canada)

| 5.9 Not Done:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

|5h

’ Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Ide 612
(US & Canada) ntifier:

Test:: Monocytes P
X612

Result::

Not Done:: NOT DONE

Lab Normal Range:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/09/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.h Sponsor ID:

| Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 612
(US & Canada)

| 5.h Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Monocytes PX612
(US & Canada)

| 5.h Not Done:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

E

’ Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Iden 610
(US & Canada) tifier:

Test:: Basophils PX
610

Result::

Not Done:: NOT DONE

Lab Normal Range:

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eECRF
Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

’ 5.i Sponsor ID:

| Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFPE000 |autocalc | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | 610
(US & Canada)

| 5. Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Basophils PX610
(US & Canada)

|5.i Not Done:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT DONE
(US & Canada)

B

’ Date L ocation | User | Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | sponsor-Defined Id 611
(US & Canada) entifier:

Test:: Lymphocytes
PX611

Result::

Not Done:: NOT DONE

Lab Normal Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF

Nov/09/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

’ 5.j Sponsor ID:
|Date L ocation |User |VaJue Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) | 611

(US & Canada)

| 5. Test:

| Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(pfejmooney) | Lymphocytes PX611

(US & Canada)

| 5.j Not Done:

’ Date L ocation User Value Reason
Nov-16-2020 16:33:49 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

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

(pfe.jmooney) | NOT DONE
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID - Audit Trail

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status:
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Back to Form
Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 | Julie Mooney | Form Created
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID - Audit Trail

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status:
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Feb-17-2021 07:42:07 ACVOPFEINFP6000 | Julie Mooney | Form Deleted Transcription
(UTC-05:00) Eastern Time (pfe.jmooney) Error

(US & Canada)

Nov-23-2020 17:41:00
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | Julie Mooney | Form Created
(pfe.jmooney)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293
Generated By: pfelevissc

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

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Back to Form

’ 1. Date:

’ Date L ocation User Value Reason
Feb-17-2021 11:38:18 ACVOPFEINFP6000 | MinaFrancisco | Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (pfe francm73) query
(US & Canada)

Feb-17-2021 07:42:37 ACVOPFEINFP6000 |Julie Mooney Query 2: Answered Changed data per

(UTC-05:00) Eastern Time (pfe.jmooney) query

(US & Canada)

Feb-17-2021 04:24:52 ACVOPFEINFP6000 |Balgi PrabuR | Query 2: Opened Check all

(UTC-05:00) Eastern Time (pferb01) assessments

(US & Canada) performed on
08Nov2020. If
multiple values were
recorded on asingle
day, only the most
abnormal should be
recorded, i.e. the
lowest Diastolic &
Systolic BP and the
highest Heart Rate &
Respiratory rate.
Please check and
update.

Feb-08-2021 03:33:08 ACVOPFEINFP6000 | Astrud vander | Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time Merwe query

(US & Canada) (pfe.vandea62)

Feb-07-2021 11:38:49 ACVOPFEINFP6000 | Chelsey Query 1: Answered CORRECT ASIS

(UTC-05:00) Eastern Time LoMonaco PER SOURCE

(US & Canada) (pfe.clomonaco)

Feb-04-2021 02:45:58 ACVOPFEINFP6000 |Balgji PrabuR | Query 1: Opened Check all

(UTC-05:00) Eastern Time (pfe rb01) assessments

(US & Canada) performed on
08Nov2020. If
multiple values were
recorded on asingle
day, at aminimum
the most abnormal
should be recorded,
i.e. the lowest
Diastolic & Systolic
Blood Pressure and
the highest Heart
Rate & Respiratory
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 10-Oct-2020 15:59
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---

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

’ rate
Nov-23-2020 17:39:46 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) Nov/8/2020
(US & Canada)

22

| Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Record I dentifier:: 1
(US & Canada) Systolic:: 13

9
Diastolic:: 88
Respiratory Ratein respiratio 14
ngminute:
Heart Ratein beatsminute: 11
4

’ 2.a Record | dentifier:

| Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |1
(US & Canada)

| 2.a Systalic:

| Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 139
(US & Canada)

’ 2.aDiagtdlic:

’ Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | 88
(US & Canada)

’ 2.a Respiratory Rate in respirations/minute:

| Date L ocation User Value Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(pfejmooney) | 14
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Header Text: c4591001

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1-

Unscheduled Visiton  Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/09/2020
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

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

’ (US & Canada)

’ 2.aHeart Rate in beats/minute:

|Date |Loca1ion |User |Value |Reason
Nov-23-2020 17:39:46 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry

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

(pfejmooney) | 114

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Nov/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. Date:
| Date L ocation User Value Reason
Feb-25-2021 08:26:53 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Not Applicable
(US & Canada)
Feb-17-2021 07:41:26 ACVOPFEINFP6000 |JulieMooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-23-2020 17:41:14 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Nov/8/2020
(US & Canada)
| 2a
’ Date L ocation User Value Reason
Feb-25-2021 08:26:53 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Record I dentifier:: 1
(US& Canada) Systolic:: Not Appl
icable
Diastalic:: Not Appl
icable

Respiratory Rateinres Not Appl
pirationg/minute: icable

Heart Ratein beats/min Not Appl

Respiratory Ratein respirations
/minute:
Heart Ratein beatsminute:

ute: icable
Feb-17-2021 07:41:40 ACVOPFEINFP6000 |Julie Mooney |Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfejmooney) | Record I dentifier:: 1
(US & Canada) Systolic::

Diastolic::

Nov-23-2020 17:41:00
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Julie Mooney
(pfe.jmooney)

Data Entry:

Record Identifier:: 1

Systolic:: 13
6

Diastolic:: 88

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Deleted

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

*** THISREPEATING FORM HASBEEN DELETED ***

Respiratory Ratein respiratio 22

ns/minute:

Heart Ratein beatdminute: 10

9

’ 2.a Record | dentifier:

’ Date L ocation User Value Reason
Nov-23-2020 17:41:00 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |1
(US & Canada)

’ 2.a Systalic:

| Date L ocation User Value Reason
Feb-25-2021 08:26:53 ACVOPFEINFP6000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Not Applicable
(US & Canada)

Feb-17-2021 07:41:40 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney)

(US & Canada)

Nov-23-2020 17:41:00 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 136

(US & Canada)

| 2.aDiagtdlic:

| Date L ocation User Value Reason
Feb-25-2021 08:26:53 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Not Applicable
(US & Canada)

Feb-17-2021 07:41:40 ACVOPFEINFP6000 |JulieMooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-23-2020 17:41:00 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |88
(US & Canada)
| 2.a Respiratory Rate in respirationgminute:
’ Date L ocation User Value Reason
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 15:59

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Deleted

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 04:04

*** THISREPEATING FORM HASBEEN DELETED ***

Feb-25-2021 08:26:53 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Not Applicable
(US & Canada)
Feb-17-2021 07:41:40 ACVOPFEINFP6000 |JulieMooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-23-2020 17:41:00 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 22
(US & Canada)

| 2.aHeart Rate in beatyminute:

| Date L ocation User Value Reason
Feb-25-2021 08:26:53 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Not Applicable
(US & Canada)
Feb-17-2021 07:41:40 ACVOPFEINFP6000 |JulieMooney |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney)
(US & Canada)
Nov-23-2020 17:41:00 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 109

(US & Canada)
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Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 10-Oct-2020 16:04

Form: VITAL SIGNS- PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

Date

L ocation

User

Value

Reason

Nov-23-2020 17:42:02
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Julie Mooney
(pfe.jmooney)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Nov/09/2020

Form Version: 10-Oct-2020 16:04

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date

L ocation

User Value

Reason

Feb-25-2021 08:28:35
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | Julie Mooney | Form Deleted

(pfe.jmooney)

New Information

Nov-23-2020 17:42:26
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | Julie Mooney | Form Created

(pfe.jmooney)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 16:04

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status: Data Complete, Frozen

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

’ 1. Date:
’ Date L ocation User Value Reason
Feb-25-2021 12:26:58 ACVOPFEINFP6000 | Elizabeth Query 1: Closed duplicate data
(UTC-05:00) Eastern Time Chatburn removed
(US & Canada) (pfe.chatbe)
Feb-25-2021 08:28:54 ACVOPFEINFP6000 |Julie Mooney | Query 1: Answered Changed data per
(UTC-05:00) Eastern Time (pfe.jmooney) query
(US & Canada)
Feb-17-2021 11:41:22 ACVOPFEINFP6000 |Mina Query 1: Reissued:Opened DM: Per completion
(UTC-05:00) Eastern Time Francisco guidelines, If multiple
(US & Canada) (pfe.francm73) values were recorded
on asingle day, the
most abnormal
should be recorded,
i.e. the lowest
Oxygen Saturation
for the day. Please
review all data
entered on
08Nov2020 and
remove as applicable.
Else clarify.
Feb-17-2021 07:43:09 ACVOPFEINFP6000 |JulieMooney | Query 1: Answered Changed data per
(UTC-05:00) Eastern Time (pfe.jmooney) query
(US & Canada)
Feb-17-2021 04:22:09 ACVOPFEINFP6000 |Bagji PrabuR | Query 1: Opened Per completion
(UTC-05:00) Eastern Time (pfe.rb01) guidelines, If multiple
(US & Canada) values were recorded
on asingle day, the
most abnormal
should be recorded,
i.e. the lowest
Oxygen Saturation
for the day. Please
review all data
entered on
08Nov2020 and
remove as applicable.
Else clarify.
Nov-23-2020 17:42:02 ACVOPFEINFP6000 |[JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Nov/8/2020
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History
Nov/09/2020

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
’ 2.a
| Date L ocation User Value Reason
Nov-23-2020 17:42:02 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Record Identifier:: 1

(US & Canada)

Oxygen Saturation: 95.0

’ 2.a Record | dentifier:

’ Date L ocation User Value Reason
Nov-23-2020 17:42:02 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |1
(US & Canada)

’ 2.a SPO2 Pulse Oximetry %

| Date L ocation User Value Reason
Nov-23-2020 17:42:02 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 95.0
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Nov/09/2020

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Deleted

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. Date:
| Date L ocation User Value Reason
Nov-23-2020 17:42:26 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Nov/8/2020
(US & Canada)
| 2a
’ Date L ocation User Value Reason
Nov-23-2020 17:42:26 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Record Identifier:: 1
(US & Canada) Oxygen Saturation: 100.0

| 2.a Record I dentifier:

| Date L ocation User Value Reason
Nov-23-2020 17:42:26 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |1

(US & Canada)

| 22 SPO2 Pulse Oximetry %

’ Date L ocation User Value Reason
Nov-23-2020 17:42:26 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 100.0
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: OXYGENATION PARAMETERS - Audit Trall

Nov/09/2020

Form Version: 06-Jul-2020 21:52

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Nov-16-2020 15:32:00 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Subject No: 10051293
Generated By: pfelevissc

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Nov/09/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

’ 1. Date Time of Assessment:

’ Date L ocation User Value Reason
Nov-16-2020 15:32:00 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020 UNK:UNK

(US & Canada)

(pfe.clomonaco)

| 2. Arterial Blood Gases PaO2 (mmHg):

| Date L ocation User Value Reason
Nov-16-2020 15:32:00 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco 80

(US & Canada)

(pfe.clomonaco)

|3. Fio2 (Fraction of Inhaled Oxygen):

’ Date L ocation User Value Reason
Nov-16-2020 15:32:08 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Unknown

(US & Canada)

(pfe.clomonaco)
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - Audit Trail

Nov/09/2020

Form Version: 06-Jul-2020 21:53

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

Date L ocation User Value Reason
Nov-16-2020 15:32:49 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

(US & Canada)

(pfe.clomonaco)

Page 294 of 334

*** Confidential***
FDA-CBER-2021-5683-0044373




090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Nov/09/2020

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 06-Jul-2020 21:53

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

(US & Canada)

(pfe.clomonaco)

Date L ocation User Value Reason
Nov-16-2020 15:33:23 ACVOPFEINFP6000 | Chelsey Form Created
(UTC-05:00) Eastern Time LoMonaco

*** Confidential***
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form Version: 06-Jul-2020 21:53
Site No: 1005

Subject No: 10051293
Generated By: pfelevissc

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

’ 1. Date of Assessment:

’ Date L ocation User Value Reason
Nov-16-2020 15:32:58 ACVOPFEINFP6000 | Chelsey Data Entry: Transcription Error
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020

(US & Canada) (pfe.clomonaco)

Nov-16-2020 15:32:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/9/2020

(US & Canada) (pfe.clomonaco)

| 2. Location of Assessment:

| Date L ocation User Value Reason
Nov-16-2020 15:32:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco HEAD
(US & Canada) (pfe.clomonaco)

| 3. Type of Imaging Exam:

’ Date L ocation User Value Reason
Nov-16-2020 15:32:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco CT SCAN
(US & Canada) (pfe.clomonaco)

’ 4. Assessment:

’ Date L ocation User Value Reason
Nov-16-2020 15:32:49 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NORMAL

(US & Canada)

(pfe.clomonaco)
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Header Text: 4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: IMAGING - eCRF Audit Trail History

Nov/09/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---

Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

| 1. Date of Assessment:

’ Date L ocation User Value Reason
Nov-16-2020 15:33:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020
(US & Canada) (pfe.clomonaco)

’ 2. Location of Assessment:

’Date L ocation User Value Reason
Nov-16-2020 15:33:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco CHEST
(US & Canada) (pfe.clomonaco)

| 3. Type of Imaging Exam:

| Date L ocation User Value Reason
Nov-16-2020 15:33:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco X-RAY
(US & Canada) (pfe.clomonaco)

| 4. Assessment:

’ Date L ocation User Value Reason
Nov-16-2020 15:33:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco ABNORMAL
(US & Canada) (pfe.clomonaco) | If abnormal, specify findings:

Bilateral perihilar airspace & inte
rstitial opacities -possible pulmo
nary edemavs. infection
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Form Created

(UTC-05:00) Eastern Time LoMonaco

(US & Canada) (pfe.clomonaco)
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Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Date

L ocation

User

Value

Reason

Nov-11-2020 14:49:01
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Julie Mooney
(pfe.jmooney)

Form Created

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1005) Rochester Clinical Research, Inc.

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

Back to Form

Date

L ocation

User

Value

Reason

Nov-11-2020 14:51:50
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Julie Mooney
(pfe.jmooney)

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: -

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

Back to Form

’ 1. Category:

| Date L ocation | User | Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

| 2. AEID:

|Date L ocation |User |Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 |autocalc |DataEntry: 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

Nov-11-2020 21:54:05
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Kathryn Sewell | Query 2: Closed

(pfe.sewelk02)

Response satisfies
query

Nov-11-2020 21:53:26

ACVOPFEINFPG000

Kathryn Sewell | Query 1: Closed

Response satisfies

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

(pfe.jmooney)

(UTC-05:00) Eastern Time (pfe.sewelk02) query
(US & Canada)
Nov-11-2020 14:54:44 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered On CRF as overdose

Nov-11-2020 14:50:30
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Julie Mooney
(pfe.jmooney)

Query 1: Answered

CRF listed as acute
respiratory failure per
hospital records

Nov-10-2020 20:54:19
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Kathryn Sewell | Query 2: Opened

(pfe.sewelk02)

Clinical - SAE report
also notes an event of
multidrug use
including cocaine;
please review for
safety impact, and
report on AE CRF if

*** Confidential***

applicable.
Nov-10-2020 20:48:13 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Opened Clinical - SAE report
(UTC-05:00) Eastern Time (pfe.sewelk02) (#2020443745) also
(US & Canada) reports SAE of
‘pulmonary edema or
infection'. Please
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

report this event on

AE CRF aswell.

Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco CARDIAC ARREST
(US & Canada) (pfe.clomonaco)

’ 4. Start Date Time:

| Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Nov/8/2020 00:43
(US & Canada) (pfe.clomonaco)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-16-2020 11:57:42 ACVOPFEINFP6000 | Kathryn Sewell | Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (pfe.sewelk02) query
(US & Canada)
Nov-16-2020 11:27:15 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-16-2020 11:27:15 ACVOPFEINFP6000 | Julie Mooney Data Entry: Changed Information
(UTC-05:00) Eastern Time (pfe.jmooney) NO
(US & Canada) End Date Time:

Nov/8/2020 UNK:UNK

Nov-15-2020 14:30:18
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened

CLINICAL - Stop
date for event of
Cardiac Arrest has
not been entered,;
however, OD on
08Nov2020 was
successfully
resuscitated. Please
review, and assess for
conclusion of this
event. If updated,
please submit a SAE
update with end date

Nov-09-2020 17:18:46
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Chelsey
LoMonaco
(pfe.clomonaco)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

LoMonaco 4
(pfe.clomonaco)

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

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).

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Date L ocation User Value Reason

Nov-10-2020 10:23:21 ACVOPFEINFP6000 | Jennifer Query 1: Closed Response satisfies

(UTC-05:00) Eastern Mathias query

Time (US & Canada) (pfe mathij15)

Nov-10-2020 09:14:48 ACVOPFEINFP6000 | Chelsey Query 1: Answered SAE faxed to pfizer

(UTC-05:00) Eastern LoMonaco yesterday 11/9 at

Time (US & Canada) (pfe.clomonaco) 4:30pm

Nov-10-2020 08:34:02 ACVOPFEINFP6000 | Ricell Ann Query 1: Opened SAE RECON:

(UTC-05:00) Eastern Pigjo CARDIAC ARREST

Time (US & Canada) (pfe.quitor) Onset
date:08Nov2020) is
not reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness
and report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF

Nov-09-2020 17:18:46 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE CARDIAC

(UTC-05:00) Eastern (autoquery) ARREST: Response to

Time (US & Canada) "Is the adverse event
serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern LoMonaco YES

Time (US & Canada) (pfe.clomonaco) | Isthis serious event associated wi

th congenital anomaly or birth de
fect?
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NO

Did this serious event result in de
ath?

NO

Did this serious event require or
prolong hospitalization?

YES
Did this serious event result in pe
rsistent or significant disability/in
capacity?

NO

Isthis serious event life threateni
ng?

YES

Other medically important seriou
sevent

NO
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

’ 9. Isthisevent related to study treatment:

| Date L ocation User Value Reason
Nov-12-2020 ACVOPFEINFPE000 Daria Madar Jacobson | Query 2: Close | AS per site
11:19:49 (pfe madard) d clarification.
(UTC-05:00)

Eastern Time

(US & Canada)

Nov-12-2020 ACVOPFEINFP6000 Pratiksha Mahadik Query 1: Close | Closed as data
01:11:35 (pfe mahadp07) d updated.
(UTC-05:00)

Eastern Time
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(US & Canada)

Nov-11-2020 ACVOPFEINFP6000 Julie Mooney Query 1: Answ | Overdose SAE

14:56:02 (pfe.jmooney) ered added to CRF

(UTC-05:00)

Eastern Time

(US & Canada)

Nov-11-2020 ACVOPFEINFP6000 Julie Mooney Query 2: Answ | Subject did not

14:33:22 (pfe.jmooney) ered report history of

(UTC-05:00) substance abuse

Eastern Time at Visit 1.

(US & Canada)

Nov-11-2020 ACVOPFEINFP6000 Daria Madar Jacobson | Query 2: Open | GPDCLIN:

10:48:34 (pfe madard) ed Please clarify if

(UTC-05:00) any history of

Eastern Time substance abuse

(US & Canada) and if yes,
please update
Medical history
page as
applicable.

Nov-11-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Open | Pleasereview

06:56:51 (pfe.PFESDQ_PROD) |ed "If not related to

(UTC-05:00) study treatment

Eastern Time other" field, the

(US & Canada) following text
was indicated in
the comment
field [intentional
overdose]. Any
symptoms, AEs
or other key
data should be
collected on the
appropriate
page. Please
review and
update as
necessary.
"[suryasl8
SDQ=45307]"

Nov-09-2020 ACVOPFEINFPE000 Chelsey LoMonaco Data Entry: Initial Entry

17:18:46 (pfe.clomonaco) NOT RELATE

(UTC-05:00) D

Eastern Time If Not Related

(US & Canada) to study treat

ment(s), thise
vent isdueto:
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OTHER

If Other, sp

ecify:
possiblei
ntentiona
| overdos
€, or. poo
r choice
of alcoho
| and dru
g abuse.

| 10. Latest Action Taken with Study Treatment:

’ Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NOT APPLICABLE
(US & Canada) (pfe.clomonaco)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Nov-11-2020 15:34:57 ACVOPFEINFP6000 | Jennifer Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Mathias query

(US & Canada)

(pfe.clomonaco)

(US & Canada) (pfe mathij15)

Nov-11-2020 14:33:56 ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

(US & Canada)

Nov-11-2020 14:33:56 ACVOPFEINFP6000 | Julie Mooney Data Entry: New Information

(UTC-05:00) Eastern Time (pfe.jmooney) YES

(US & Canada)

Nov-11-2020 09:32:24 ACVOPFEINFP6000 | Jennifer Query 1: Opened Per source, subject

(UTC-05:00) Eastern Time Mathias received Narcan.

(US & Canada) (pfe mathij15) Please review and
confirm if this should
be updated to "yes'
and if so update CRF
accordingly,
otherwise clarify.

Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco NO
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’ 12. Was a Non-Drug Treatment given?

| Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO

(US & Canada) (pfe.clomonaco)
| 13. What was the outcome of this adverse event?:
| Date L ocation User | Value | Reason

Nov-16-2020 | ACVOPFEINFP6000 auto query Query 2: | Close Auto Query
11:27:34 (autoquery) Closed

(UTC-05:00)

Eastern Time

(US&

Canada)

Nov-16-2020 | ACVOPFEINFP6000 Julie Mooney Data Ent | Changed Information
11:27:34 (pfe.jmooney) ry:

(UTC-05:00) RECOVE

Eastern Time RED/RES

(Us& OLVED

Canada)

Nov-16-2020 | ACVOPFEINFP6000 auto query Query 2: | For AECARDIAC
11:27:15 (autoquery) Opened ARREST: Responseto
(UTC-05:00) "What was the outcome
Eastern Time of this adverse event?' is
(Us& 'Recovering/Resolving'
Canada) but AE End Date/Timeis

present.

Nov-10-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | Auto closed by
16:16:22 (pfe. DMW_QUERY) | Closed Validation Check:
(UTC-05:00) VC_AEO001_35
Eastern Time

(Us&

Canada)

Nov-10-2020 | ACVOPFEINFP6000 auto query Query 1: | Transcription Error
09:14:59 (autoquery) Answered

(UTC-05:00)

Eastern Time

(US&

Canada)

Nov-10-2020 | ACVOPFEINFPGE000 Chelsey LoMonaco | Data Ent | Transcription Error
09:14:59 (pfe.clomonaco) ry:

(UTC-05:00) RECOVE

Eastern Time RING/RE

(US& SOLVIN
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Canada) | G |

Nov-10-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1. | DMW5336757;Response

08:51:05 (pfe.DMW_QUERY) | Opened to "What was the

(UTC-05:00) outcome of this adverse

Eastern Time event?' is

(US& 'Recovered/Resolved' or

Canada) 'Recovered/Resolved
with Sequelag’ but End
Date/Time is missing.
Please review and update
as appropriate.

Nov-09-2020 | ACVOPFEINFP6000 Chelsey LoMonaco | Data Ent | Initial Entry

17:18:46 (pfe.clomonaco) ry:

(UTC-05:00) RECOVE

Eastern Time RED/RES

(Us& OLVED

Canada) WITH SE

QUELAE

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

’ Date L ocation User Value Reason
Nov-09-2020 17:18:46 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco NO
(US & Canada) (pfe.clomonaco)

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

|Date L ocation |User |VaJue Reason
Nov-12-2020 04:35:00 ACVOPFEINFP6000 |Ricel Ann |DataEntry: Initial Entry

(UTC-05:00) Eastern Time Pigjo 2020443745
(US & Canada) (pfe.quitor)
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Back to Form

’ 1. Category:

’Date L ocation |User |VaJue Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

| Date L ocation | User | Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |autocalc |DataEntry: 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

Dec-15-2020 12:58:31 ACVOPFEINFP6000 | Kathryn Query 2: Closed Site clarified that

(UTC-05:00) Eastern Time Sewell unknown Hosp

(US & Canada) (pfe.sewelk02) discharge date is due
to inability to contact
subject

Dec-15-2020 07:29:54 ACVOPFEINFP6000 |Julie Mooney | Query 2: Answered Dates of

(UTC-05:00) Eastern Time (pfe.jmooney) hospitalization are

(US & Canada) aready included in

original SAE form.
Unknown if subject
has been discharged at
thistime as site has
been unsuccessful in
multiple attempts to

*** Confidential***

reach subject.
Dec-09-2020 10:04:00 ACVOPFEINFP6000 | Kathryn Query 2: Opened CLINICAL Please
(UTC-05:00) Eastern Time Sewell submit a SAE safety
(US & Canada) (pfe.sewelk02) followup reporting the
dates of
hospitalization. If
discharged, please
consider end date for
EVENT of acute
respiratory failure.
Nov-16-2020 19:02:37 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Bouguermouh query
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(US & Canada) (pfe.bougus)

Nov-16-2020 16:04:41 ACVOPFEINFP6000 |Julie Mooney |Query 1: Answered COVID visit

(UTC-05:00) Eastern Time (pfe.jmooney) completed

(US & Canada)

Nov-13-2020 15:56:34 ACVOPFEINFP6000 |Salim Query 1: Opened Clin: Per protocol

(UTC-05:00) Eastern Time Bouguermouh section 8.1., potentia

(US & Canada) (pfe.bougus) COVID-19 related
ACUTE
RESPIRATORY
FAILURE should have
please triggered a
COVID llIness Visit
irrespective of
perceived etiology or
clinical significance
and a nasal swab
collected ASAP.

Nov-11-2020 14:49:01 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (pfejmooney) | Acute Respiratory Failure

(US & Canada)

’ 4. Start Date Time:

’ Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | Nov/8/2020 00:43
(US & Canada)

’ 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Jan-07-2021 00:06:04 ACVOPFEINFP6000 | Amol Shinde | Query 3: Closed Response satisfies
(UTC-05:00) Eastern Time (pfe.shindal8) query
(US & Canada)

Jan-06-2021 14.48:45 ACVOPFEINFP6000 |Julie Mooney | Query 3: Answered Origina valueis

(UTC-05:00) Eastern Time (pfe.jmooney) correct

(US & Canada)

Jan-06-2021 14:48:18 ACVOPFEINFP6000 | auto query Query 3: Opened 'Disposition

(UTC-05:00) Eastern Time (autoquery) Follow-up formis

(US & Canada) completed and this
Adverse Event is still
ongoing. Please
review and update as
appropriate.
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Jan-05-2021 13:37:25 ACVOPFEINFP6000 | TeresaVu Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time (pfe.vutll) query

(US & Canada)

Jan-05-2021 07:15:55 ACVOPFEINFP6000 | auto query Query 2: Opened 'Disposition

(UTC-05:00) Eastern Time (autoquery) Follow-up formis

(US & Canada) completed and this
Adverse Event is till
ongoing. Please
review and update as
appropriate.

Nov-24-2020 23:18:54 ACVOPFEINFP6000 | Kathryn Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time Sewell query

(US & Canada) (pfe.sewelk02)

Nov-24-2020 15:18:58 ACVOPFEINFP6000 |Julie Mooney | Query 1: Answered unknown end date at

(UTC-05:00) Eastern Time (pfe.jmooney) thistime

(US & Canada)

Nov-24-2020 11:42:05 ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL Please

(UTC-05:00) Eastern Time Sewell review event of Acute

(US & Canada) (pfe.sewelk02) Respiratory Failure
for resolution and end
date

Nov-11-2020 14:49:01 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (pfejmooney) | YES

(US & Canada)

’ 6. Toxicity Grade:
| Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | 4

(US & Canada)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Nov-24-2020 23:21:19 ACVOPFEINFP6000 | Kathryn Query 5: Closed Query closed; will
(UTC-05:00) Eastern Time Sewell follow for SAE update
(US & Canada) (pfe.sewelk02) with the requested
COVID testinfo
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Nov-24-2020 15:18:33 ACVOPFEINFP6000 |Julie Mooney | Query 5: Answered Will submit updated

(UTC-05:00) Eastern Time (pfe.jmooney) SAE form today

(US & Canada)

Nov-24-2020 11:45:10 ACVOPFEINFP6000 | Kathryn Query 5: Opened Clinical - Followup

(UTC-05:00) Eastern Time Sewell for COVID testin

(US & Canada) (pfe.sewelk02) Hosp on 08Nov2020;
please submit test
result ina SAE
(#2020443745) safety
update

Nov-16-2020 15:18:36 ACVOPFEINFP6000 | Kathryn Query 4: Closed Query closed; will

(UTC-05:00) Eastern Time Sewell follow for SAE update

(US & Canada) (pfe.sewelk02) with the requested
COVID testinfo

Nov-16-2020 14:44:18 ACVOPFEINFP6000 |Julie Mooney | Query 4: Answered Results still unknown

(UTC-05:00) Eastern Time

(pfe.jmooney)

a thistime - site

(US & Canada) trying to obtain results
- will update once
completed

Nov-15-2020 14:33:05 ACVOPFEINFP6000 | Kathryn Query 4: Opened CLINICAL - SAE

(UTC-05:00) Eastern Time Sewell update on 12Nov20

(US & Canada) (pfe.sewelk02) included COVID test
performance on
08Nov20; however,
the result was
pending. Please
submit a SAE safety
update with the noted
COVID test result

Nov-13-2020 11:35:19 ACVOPFEINFP6000 | Kathryn Query 3: Closed Response satisfies

(UTC-05:00) Eastern Time Sewell query

(US & Canada) (pfe.sewelk02)

Nov-13-2020 08:08:38 ACVOPFEINFP6000 | Kathryn Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time Sewell query

(US & Canada) (pfe.sewelk02)

Nov-12-2020 10:07:05 ACVOPFEINFP6000 |Julie Mooney | Query 2: Answered covid test listed under

(UTC-05:00) Eastern Time (pfe.jmooney) Relevant Testsin the

(US & Canada) SAE form that was
faxed on 11.11.2020

Nov-12-2020 10:04:39 ACVOPFEINFP6000 |Julie Mooney | Query 3: Answered SAE EVENT section

(UTC-05:00) Eastern Time (pfe.jmooney) was completed and

(US & Canada) faxed on 11.11.2020

for Acute Respiratory
Failure
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Nov-12-2020 04:41:48 ACVOPFEINFP6000 | Ricell Ann Query 1: Deleted Query can be
(UTC-05:00) Eastern Time Piojo addressed internally
(US & Canada) (pfe.quitor)

Nov-11-2020 18:50:55 ACVOPFEINFP6000 | Kathryn Query 3: Opened CLINICAL - asevent
(UTC-05:00) Eastern Time Sewell of Acute Respiratory
(US & Canada) (pfe.sewelk02) Failureisa SAE,

please submit a SAE
followup form
reporting thisin the

SAE EVENT section
Nov-11-2020 18:42:48 ACVOPFEINFP6000 | Kathryn Query 2: Opened Clinical COVID test
(UTC-05:00) Eastern Time Sewell status (yes/no) during
(US & Canada) (pfe.sewelk02) Hosp was not reported

inthe SAE. Please
submit a follow-up
SAE form
[#2020443745] to
document if COVID
testing was performed
(YES/NO or info not
available) and if yes,
the date and results.

Nov-11-2020 14:49:01 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Acute

(UTC-05:00) Eastern Time (autoquery) Respiratory Failure:

(US & Canada) Responseto "Isthe
adverse event

serious?' is'Yes but
"Serious Adverse
Event Number" is
blank.

Nov-11-2020 14:49:01 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | YES
(US & Canada) Is this serious event associated wit
h congenital anomaly or birth defe
ct?

NO

Did this serious event result in dea
th?

NO

Did this serious event require or pr
olong hospitalization?

YES
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Did this serious event result in per
sistent or significant disability/inca
pacity?

NO

Isthis serious event life threatenin
g?

YES

Other medically important serious
event

NO
8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
| Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NO
(US & Canada)
| 9. Isthisevent related to study treatment:
| Date L ocation User Value Reason
Jan-22-2021 06:14:57 ACVOPFEINFP6000 |Daria Madar Query 2: Closed Per site no further
(UTC-05:00) Eastern Jacobson information as
Time (US & Canada) (pfe madard) subject isLTFU.
Jan-21-2021 14:46:41 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered Unable to further
(UTC-05:00) Eastern (pfe.jmooney) clarify assubjectisa
Time (US & Canada) lost to follow up
Jan-12-2021 15:05:16 ACVOPFEINFPE000 | Erik Sundgaard | Query 2: Opened GPDCLIN: Other
(UTC-05:00) Eastern (pfe.sundgaardea) cause for of Acute
Time (US & Canada) Respiratory Failure
event is unknown;
Please advise if the
cause/causes for this
AE can be further
clarified & update as
appropriate. Else,
please clarify.
Jan-12-2021 06:30:24 ACVOPFEINFP6000 | Daria Madar Query 2: Candidate GPDCLIN: Other
(UTC-05:00) Eastern Jacobson cause for of Acute
Time (US & Canada) (pfe madard) Respiratory Failure
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event is unknown;
Please advise if the
cause/causes for this
AE can be further
clarified & update as
appropriate. Else,
please clarify.

Jan-12-2021 06:30:03 ACVOPFEINFP6000 | Daria Madar Query 1: Closed frozen page. need to
(UTC-05:00) Eastern Jacobson re-issueina
Time (US & Canada) (pfe madard) candidate state to
dlow site updatesiif
needed.
Jan-12-2021 06:29:01 ACVOPFEINFP6000 | Daria Madar Query 1: Opened GPDCLIN: Other
(UTC-05:00) Eastern Jacobson cause for of Acute
Time (US & Canada) (pfe madard) Respiratory Failure
event is unknown;
Please adviseif the
cause/causes for this
AE can be further
clarified & update as
appropriate. Else,
please clarify.
Nov-11-2020 14:49:01 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jmooney) NOT RELATED
Time (US & Canada) If Not Related to study treatment(
9), thisevent is due to:
OTHER
If Other, specify:
unknown
| 10. Latest Action Taken with Study Treatment:
| Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NOT APPLICABLE
(US & Canada)
| 11. Was a Concomitant Medication given?
’ Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NO

(US & Canada)
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’ 12. Was a Non-Drug Treatment given?

| Date Location User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(US & Canada)

(pfe.jmooney) | NO

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

| Date L ocation User Value Reason

Jan-22-2021 06:14:25 | ACVOPFEINFP6000 | Daria Madar Query 1: Closed Per site no further information

(UTC-05:00) Eastern Jacobson as subject islost to FU.

Time (US & Canada) (pfe.madard)

Jan-21-2021 14:47:09 | ACVOPFEINFP6000 | Julie Mooney Query 1: Answered Unable to determine end date

(UTC-05:00) Eastern (pfe.jmooney) as subject isalost to follow up

Time (US & Canada)

Jan-12-2021 15:06:03 | ACVOPFEINFP6000 | Erik Sundgaard Query 1: Opened GPDCLIN: Acute respiratory

(UTC-05:00) Eastern (pfe.sundgaardes) failure Grade 4 islisted a

Time (US & Canada) ongoing with an outcome of
RECOVERING/RESOLVING.
Was there a change in grade?
Please review event for
resolution and end date.

Jan-12-2021 06:33:30 | ACVOPFEINFP6000 | DariaMadar Query 1: Candidate GPDCLIN: Acute respiratory

(UTC-05:00) Eastern Jacobson failure Grade 4 islisted a

Time (US & Canada) (pfe.madard) ongoing with an outcome of
RECOVERING/RESOLVING.
Was there a change in grade?
Please review event for
resolution and end date.
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| 13. What was the outcome of this adverse event?:

| Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFPG6000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | RECOVERING/RESOLVING

(US & Canada)

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

| Date L ocation User Value Reason
Nov-11-2020 14:49:01 ACVOPFEINFPE000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | NO

(US & Canada)

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

’ Date L ocation |User |Value Reason
Nov-12-2020 13:13:26 ACVOPFEINFP6000 | Gladys Data Entry: Initial Entry
(UTC-05:00) Eastern Time Noi 2020443745
(US & Canada) (pfe noig)
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’ 1. Category:

’Date L ocation |User |VaJue Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

| Date L ocation | User | Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |3
(US & Canada)

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

| Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Overdose
(US & Canada)

| 4. Start Date Time:

’ Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | Nov/8/2020 00:43
(US & Canada)

’ 5. Isthe adverse event still ongoing?

’ Date L ocation User Value Reason
Nov-16-2020 11:57:05 ACVOPFEINFP6000 |Kathryn Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Sewell query
(US & Canada) (pfe.sewelk02)

Nov-16-2020 11:26:00 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-16-2020 11:26:00 ACVOPFEINFP6000 |JulieMooney |DataEntry: Changed Information
(UTC-05:00) Eastern Time (pfejmooney) | NO
(US & Canada) End Date Time:
Nov/8/2020 UNK:UNK
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Nov-15-2020 14:29:38 ACVOPFEINFP6000 | Kathryn Query 1: Opened CLINICAL - Stop

(UTC-05:00) Eastern Time Sewell date for event of

(US & Canada) (pfe.sewelk02) Overdose has not
been entered;
however, OD on
08Nov2020 was
successfully
resuscitated. Please
review, and assess for
conclusion of this
event. If updated,
please submit a SAE
update with end date

Nov-11-2020 14:51:50 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (pfejmooney) | YES

(US & Canada)

| 6. Toxicity Grade:
’ Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) |4

(US & Canada)

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason

Nov-16-2020 15:19:33 ACVOPFEINFP6000 |Kathryn Query 3: Closed Query closed; will

(UTC-05:00) Eastern Time Sewell follow for SAE

(US & Canada) (pfe.sewelk02) update with the
requested event date
info

Nov-16-2020 14:45:05 ACVOPFEINFP6000 |Julie Mooney | Query 3: Answered Updated SAE form

(UTC-05:00) Eastern Time (pfe.jmooney) emailed to safety at

(US & Canada) 1442 today.

Nov-16-2020 11:59:40 ACVOPFEINFP6000 | Kathryn Query 3: Reissued:Opened Clinical - Thank you.

(UTC-05:00) Eastern Time Sewell Please include the end

(US & Canada) (pfe.sewelk02) dates for events
Cardiac arrest and OD
aswell inthe SAE
safety update.
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Nov-16-2020 11:25:08 ACVOPFEINFP6000 |Julie Mooney | Query 3: Answered Narcan was used in

(UTC-05:00) Eastern Time (pfe.jmooney) resuscitation.

(US & Canada) Intentionality of
multidrug OD is still
unavailable at this
time. Updated SAE
form will be
submitted today with
Narcan and
intentionality
unknown in narrative
section.

Nov-13-2020 08:11:54 ACVOPFEINFPE000 | Kathryn Query 3: Opened CLINICAL Please

(UTC-05:00) Eastern Time Sewell provide clinica f/u as

(US & Canada) (pfe.sewelk02) to use of Narcanin
resuscitation and the
question asto
intentionality in the
multidrug OD

Nov-12-2020 13:33:58 ACVOPFEINFP6000 |Kathryn Query 2: Closed Response satisfies

(UTC-05:00) Eastern Time Sewell query

(US & Canada) (pfe.sewelk02)

Nov-12-2020 10:04:58 ACVOPFEINFP6000 |Julie Mooney | Query 2: Answered SAE EVENT section

(UTC-05:00) Eastern Time (pfe.jmooney) was completed and

(US & Canada) faxed on 11.11.2020
for Overdose.

Nov-12-2020 04:42:37 ACVOPFEINFP6000 | Ricell Ann Query 1: Deleted Query can be

(UTC-05:00) Eastern Time Piojo addressed internally

(US & Canada) (pfe.quitor)

Nov-11-2020 18:51:28 ACVOPFEINFPE000 | Kathryn Query 2: Opened CLINICAL - asevent

(UTC-05:00) Eastern Time Sewell of Overdoseisa SAE,

(US & Canada) (pfe.sewelk02) please submit a SAE
followup form
reporting thisin the
SAE EVENT section

Nov-11-2020 14:51:50 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Overdose:

(UTC-05:00) Eastern Time (autoquery) Responseto "Isthe

(US & Canada) adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (pfejmooney) | YES

(US & Canada) Isthis serious event associated wit
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h congenital anomaly or birth defe
ct?

NO

Did this serious event result in deat
h?

NO

Did this serious event require or pr
olong hospitalization?

YES
Did this serious event result in pers
istent or significant disability/inca
pacity?

NO

Isthis serious event life threatenin
g?

YES

Other medically important serious
event

NO

8. I sthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

| Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | NO
(US & Canada)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Jan-22-2021 23:09:18 ACVOPFEINFP6000 | Kathryn Sewell Query 1: Closed Response satisfies
(UTC-05:00) Eastern (pfe.sewelk02) query
Time (US & Canada)

Jan-22-2021 12:55:12 ACVOPFEINFP6000 | auto query Query 1: Answered Changed Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
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Jan-22-2021 12:55:12 ACVOPFEINFP6000 | Julie Mooney Data Entry: Changed Information
(UTC-05:00) Eastern (pfe.jmooney) NOT RELATED
Time (US & Canada) If Not Related to study treatment(
s), thisevent isdueto:
OTHER
If Other, specify:
multi-drug ingestion
Jan-12-2021 15:07:30 ACVOPFEINFP6000 | Erik Sundgaard Query 1: Opened Clinical Other cause
(UTC-05:00) Eastern (pfe.sundgaardea) for Overdose event is
Time (US & Canada) unknown; however,
SAE reports multiple
exposures (ingestion
of alcohal,
gabapentin, narcotic
analgesic; cocaine on
urine tox screen).
Please consider
Other reason for
Overdose event, &
update as appropriate
Jan-11-2021 15:44:03 ACVOPFEINFP6000 | Kathryn Sewell Query 1: Candidate Clinical Other cause
(UTC-05:00) Eastern (pfe.sewelk02) for Overdose event is
Time (US & Canada) unknown; however,
SAE reports multiple
exposures (ingestion
of alcohol,
gabapentin, narcotic
analgesic; cocaine on
urine tox screen).
Please consider
Other reason for
Overdose event, &
update as appropriate
Nov-11-2020 14:51:50 ACVOPFEINFP6000 | Julie Mooney Data Entry: Initial Entry
(UTC-05:00) Eastern (pfe.jmooney) NOT RELATED
Time (US & Canada) If Not Related to study treatment(
9), thisevent isdueto:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
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’ Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfejmooney) | NOT APPLICABLE
(US & Canada)

’ 11. Was a Concomitant Medication given?

| Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NO
(US & Canada)

| 12. Was a Non-Drug Treatment given?

’ Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |Julie Mooney |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | NO
(US & Canada)

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

’ Date L ocation User Value Reason
Nov-16-2020 11:26:24 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

(autoquery)

Nov-16-2020 11:26:24
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 |JulieMooney |DataEntry:

Changed Information
(pfejmooney) | RECOVERED/RESOLVED

Nov-16-2020 11:26:00
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000 | auto query

For AE Overdose:
Response to "What was
the outcome of this
adverse event?' is
'Recovering/Resolving'
but AE End Date/Time

Query 1: Opened
(autoquery)

is present.
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |Julie Mooney |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (pfe.jmooney) | RECOVERING/RESOLVING
(US & Canada)
| 14. Did the adver se event cause the subject to be discontinued from the study?
’ Date L ocation User Value Reason
Nov-11-2020 14:51:50 ACVOPFEINFP6000 |JulieMooney |DataEntry: Initial Entry

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

(pfe.jmooney) | NO
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’ 15. Serious Adverse Event Number: For Pfizer Use Only

| Date L ocation | User | Value Reason
Nov-12-2020 13:14:07 ACVOPFEINFP6000 | Gladys Data Entry: Initial Entry
(UTC-05:00) Eastern Time Noi 2020443745
(US & Canada) (pfe.noig)
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| 1. Date of Completion/Discontinuation/Death :

Time (US & Canada)

|Date L ocation User Value Reason
Mar-01-2021 07:57:47 ACVOPFEINFP6000 |Rose Madelein Query 2: Closed Response satisfies
(UTC-05:00) Eastern (pfe rosem19) query

Time (US & Canada)

Feb-27-2021 15:59:11 ACVOPFEINFP6000 | Julie Mooney Query 2: Answered V2 was not
(UTC-05:00) Eastern (pfe.jmooney) completed.

Feb-22-2021 13:53:49 ACVOPFEINFP6000 | Rivkah Rosen Query 2: Opened DM: Subject was

(UTC-05:00) Eastern (pfe rosenr16) considered lost to

Time (US & Canada) followup on
14-Dec-2020 but was
scheduled for the
V2_VAX2_L visiton
11-Nov-2020. Please
confirm that this visit
was not completed
and update data as
necessary.

Feb-16-2021 17:44:17 ACVOPFEINFPE000 | Hayley Wyper Query 1: Closed Response satisfies

(UTC-05:00) Eastern (pfe.wyperh) query

Time (US & Canada)

Feb-16-2021 12:43:41 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-16-2021 12:43:41 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error

(UTC-05:00) Eastern (pfe.jmooney) Dec/14/2020

Time (US & Canada)

Feb-11-2021 15:42:58 ACVOPFEINFP6000 | Erik Sundgaard | Query 1: Opened CLINQUERY: Date

(UTC-05:00) Eastern (pfe.sundgaardea) of EOT (for lost to

Time (US & Canada) follow up) isthe same
asvisit 1. Disp FUP
also reports status of
LTFU but the date
differsto EOT. Please
review date entered
and update, as
appropriate

Feb-11-2021 12:00:11 ACVOPFEINFP6000 | Hayley Wyper Query 1: Candidate CLINQUERY: Date

(UTC-05:00) Eastern (pfe.wyperh) of EQT (for lost to

Time (US & Canada) follow up) isthe same
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asvisit 1. Disp FUP
also reports status of
LTFU but the date
differsto EOT. Please
review date entered

and update, as
appropriate
Dec-28-2020 14:15:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern LoMonaco Oct/19/2020
Time (US & Canada) (pfe.clomonaco)

| 2. Phase of Disposition:

| Date L ocation ‘ User | Value Reason
Dec-28-2020 14:15:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATION
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Jan-06-2021 19:21:47 ACVOPFEINFP6000 |Hao Hu Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (pfe.huhl?) query
(US & Canada)

Jan-05-2021 07:16:27 ACVOPFEINFP6000 | Chelsey Query 2: Answered ADDED PER

(UTC-05:00) Eastern Time LoMonaco REQUEST

(US & Canada) (pfe.clomonaco)

Jan-04-2021 18:55:30 ACVOPFEINFP6000 |Hao Hu Query 2: Opened ClinQuery: Per EOT

(UTC-05:00) Eastern Time (pfe.huhl?) CRF page patient is

(US & Canada) lost to follow up.
Please complete FUP
CRF page.

Dec-28-2020 14:15:47 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

(US & Canada)

Dec-28-2020 14:15:23 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status’

(UTC-05:00) Eastern Time (autoquery) isSLOST TO

(US & Canada) FOLLOW-UP but
"Specify Status” is
missing.

Dec-28-2020 14:15:23 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco LOST TO FOLLOW-UP

(US & Canada) (pfe.clomonaco)
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’ 4. Specify Status:

| Date L ocation User Value Reason
Dec-28-2020 14:16:14 ACVOPFEINFP6000 | Chelsey Data Entry: Transcription Error

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

LoMonaco
(pfe.clomonaco)

SUBJECT ISLOST TO FOLLOW
UP

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

Dec-28-2020 14:15:47 ACVOPFEINFPE000 | Chelsey

LoMonaco
(pfe.clomonaco)

Data Entry:
SUBJET ISLOST TO FOLLOW U

P

Initial Entry
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

| 1 Date of Visit

| Date L ocation | User | Value Reason
Mar-12-2021 11:21:40 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Applicable
(US & Canada) (pfe.jfisher)

’ 2. Erroneous Visit

’ Date Location | User | Value Reason
Mar-12-2021 11:21:40 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry

(UTC-05:00) Eastern Time Fisher Not Applicable
(US & Canada) (pfejfisher)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History
Form Version: 10-Dec-2020 02:25 Form Status: Data Complete
Site No: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04

Back to Form

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

|Date L ocation |User |Value Reason
Mar-12-2021 11:21:55 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Applicable
(US & Canada) (pfejfisher)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Date of Completion/Discontinuation/Death :

| Date L ocation User Value Reason
Jan-06-2021 14:48:18 ACVOPFEINFP6000 | Julie Mooney Data Entry: Transcription Error
(UTC-05:00) Eastern Time (pfe.jmooney) Dec/14/2020
(US & Canada)

Jan-05-2021 07:15:55 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Oct/19/2020
(US & Canada) (pfe.clomonaco)

’ 2. Phase of Disposition:

’ Date L ocation ’ User | Value Reason
Jan-05-2021 07:15:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP
(US & Canada)

’ 3. Status:

| Date L ocation User Value Reason
Jan-05-2021 07:16:12 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Jan-05-2021 07:15:55 ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status’

(UTC-05:00) Eastern Time (autoquery) isLOST TO

(US & Canada) FOLLOW-UP but
"Specify Status' is
missing.

Jan-05-2021 07:15:55 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry

(UTC-05:00) Eastern Time LoMonaco LOST TO FOLLOW-UP

(US & Canada) (pfe.clomonaco)

’ 4. Specify Status:

| Date L ocation User Value Reason
Jan-05-2021 07:16:12 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco LOST TO FOLLOW UP

(US & Canada)

(pfe.clomonaco)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Date Treatment Unblinded :

| Date L ocation | User | Value Reason
Mar-12-2021 11:21:13 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry
(UTC-05:00) Eastern Time Fisher Not Applicable

(US & Canada) (pfe.jfisher)

’ 2. Primary Reason for Unblinding:

’ Date L ocation | User | Value Reason
Mar-12-2021 11:21:13 ACVOPFEINFP6000 | Jessica Data Entry: Initial Entry

(UTC-05:00) Eastern Time Fisher Not Applicable
(US & Canada) (pfejfisher)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

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

Site No: 1005
Subject No: 10051293
Generated By: pfelevissc

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1005) Rochester Clinical Research, Inc.
Subject Initials: ---

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

Back to Form

| 1. Subject Status

| Date L ocation User Value Reason

Mar-11-2021 03:59:09 ACVOPFEINFP6000 | Rajalakshmi Query 1: Closed Response satisfies

(UTC-05:00) Eastern Time Arumugam query

(US & Canada) (pfe.arumur02)

Mar-10-2021 15:26:19 ACVOPFEINFP6000 | JessicaFisher | Query 1: Answered V2 marked as not

(UTC-05:00) Eastern Time (pfejfisher) done

(US & Canada)

Mar-02-2021 01:17:55 ACVOPFEINFP6000 | Kirubakaran Query 1: Opened DM: Visit 2is

(UTC-05:00) Eastern Time Kesavan overdue based on

(US & Canada) Kendhapedi expected visit
(pfe.kendak01) window. If visit 2

will never occur,
please mark Date of
Visit as‘Not Done
with form level

comment.

Jan-05-2021 07:15:55 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) DISCONTINUED
(US & Canada)
Dec-28-2020 14:15:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) DISCONTINUED
(US & Canada)
Oct-19-2020 11:02:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) ENROLLED/RANDOMIZED
(US & Canada)
Oct-19-2020 10:58:52 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) SCREENED
(US & Canada)

’ 2. Subject Status Date

’ Date L ocation ‘ User | Value Reason
Feb-16-2021 12:43:41 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) | Dec/14/2020
(US & Canada)
Jan-06-2021 14:48:18 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (autocalc) | Dec/14/2020
(US & Canada)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (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: 1005 Site Name: (1005) Rochester Clinical Research, Inc.
Subject No: 10051293 Subject Initials: ---
Generated By: pfelevissc Generated Time (GMT): 29-Mar-2021 04:04
Jan-05-2021 07:15:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Oct/19/2020
(US & Canada)
Dec-28-2020 14:15:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Oct/19/2020
(US & Canada)
Oct-19-2020 11:02:23 ACVOPFEINFP6000 |(autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Oct/19/2020
(US & Canada)
Oct-19-2020 10:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Oct/19/2020
(US & Canada)
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090177e196ae2f6d\Final\Final On: 01-Apr-2021 03:43 (GMT)

Header Text: c4591001

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

Site No: 1005

Subject No: 10051293

Generated By: pfelevissc

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1005) Rochester Clinical Research, Inc.

Subject Initials: ---

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

Back to Form

| 1. Casebook Signature

| Date L ocation User Value Reason
Nov-17-2020 15:41:45 ACVOPFEINFP6000 | Chelsey Data Entry: Initial Entry
(UTC-05:00) Eastern Time LoMonaco Click Here to Enable

(US & Canada)

(pfe.clomonaco)

Page 334 of 334

*** Confidential***
FDA-CBER-2021-5683-0044413






