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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Cohort Selection

option is equivalent to PHASE 2/3.

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3

*** Confidential***

1. | Select appropriate response - Protocol | 24 JUL 2020
version
2. | Select appropriate response - What STAGE 3 COHORTS
cohort does the subject belong to?
Page 1 of 407
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Informed Consent

1. | Consent Weas:

OBTAINED

Date Written Consent Obtained
Sep/14/2020

Page 2 of 407

*** Confidential***
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Demography

1. | Subject ID [11291183]

2. | Birth Date: (b) (6)/1958

3. | Sex: MALE

4. | Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. | Racia Designation:

*** Confidential***

Page 3 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Sep/14/2020
2. | Erroneous Visit
Page 4 of 407

*** Confidential***
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Site

Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 15-Sep-2020 21:53

No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form Comments

Inclusion Criteria Not Met

*** Confidential***

1 Description of Inclusion Criterion Not Applicable
Not Met
Exclusion Criteria Met
2. Description of Exclusion Criterion | Not Applicable
Met
Page 5 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Disposition - Screening

1. | Date of Completion/Discontinuation | Sep/14/2020
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 407

*** Confidential***
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Medical History Details

la

Line/MH Number:

(1

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

[Seasonal allergies]

*** Confidential***

Start Date: UNK/UNK/2015
Ongoing: YES

1b || Line/MH Number: [2]
Disease/Syndrome/Surgery [Enlarged prostate]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2017
Ongoing: YES

1¢ || Line/MH Number: [3]
Disease/Syndrome/Surgery [myopia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

Ld || Line/MH Number: [4]
Disease/Syndrome/Surgery [hyperopia]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

1€ || Line/MH Number: [5]
Disease/Syndrome/Surgery [reactive airway]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES

Page 7 of 407

FDA-CBER-2021-5683-0803279




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:25

1f || Line/MH Number: [6]
Disease/Syndrome/Surgery [overweight]
/Non-Drug Allergies/Drug
Allergies:

Start Date: Jan/UNK/2020
Ongoing: YES
19 || Line/MH Number: (7

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

[Atridl fibrillation]

Start Date:

UNK/UNK/2003

Ongoing:

YES

1h

Line/MH Number:

(8

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

[systolic g ection murmur]

Start Date: UNK/UNK/2003
Ongoing: YES
Li || Line/MH Number: 9
Disease/Syndrome/Surgery [mechanical heart valve replacement]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
1i || Line/MH Number: [10]
Disease/Syndrome/Surgery [cardiac ablation]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
Page 8 of 407

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

1K || Ling/MH Number: [11]
Disease/Syndrome/Surgery [cardiac ablation]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2016
L1 || Line/MH Number: [12]

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

[Varicose vein stripping right leg]

*** Confidential***

Allergies:
Start Date: UNK/UNK/2019
Ongoing: NO
End Date;
UNK/UNK/2019
Page 9 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Vital Signs
1. |Date: Sep/15/2020
2. | Weight: [207.4] | Comments
3. | Unit: LB
4. | Height: [71.0] | Comments
5. | Unit: in
6. | Body MassIndex: [28.9]
Vital Signs Details
72 || Record I dentifier: 1
Temperature: [98.9] Comments
Unit: F Comments
Temperature Location: ORAL CAVITY Comments
Page 10 of 407

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Disposition
1. | Randomization Date : Sep/15/2020
2. | Randomization Number: [259906]
3. | Randomization Group: [1
Page 11 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/14/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample 1D [BPSPLT]
5b || sample 1D [BP5PLV]
5.c ‘SampIeID ‘[BPSPLW]
5d ‘SampIeID ‘[BLDOVM]
5€ || sample D [BLDOVN]
Page 12 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/14/2020
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 [BMB5HG]
Page 13 of 407
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of
vaccination?

YES

Date of First Delay:
Sep/14/2020

Reason(s) for Temporary Delay of Vaccination
RECENT NON-STUDY VACCINATION

2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/15/2020 16:24
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES

the protocol specified observation

period after investigational product

administration?

Page 14 of 407

*** Confidential***
FDA-CBER-2021-5683-0803286




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

*** Confidential***

Page 15 of 407
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Oct/6/2020
2. | Erroneous Visit
Page 16 of 407

*** Confidential***
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Oct/6/2020
Vital Signs Details
22 || Record Identifier: 1
Temperature: [97.6]
Unit: F
Temperature Location: ORAL CAVITY
Page 17 of 407
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/6/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sampleID [BN69LG]
Page 18 of 407
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | DoseDate Time: Oct/6/2020 16:13
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: [1
9. | Unit:
10. | Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 19 of 407
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Nov/6/2020
2. | Erroneous Visit
Page 20 of 407
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03

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

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? NO
4. | If no sample was collected or sample | [captured at convalescent visit of same date]
was not collected according to
protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

*** Confidential***

5a ‘SampIeID ‘[BR@XWG] ‘

S5 || sample ID [BR&XWD]

5 ‘SampIeID ‘[BR@XJNE] ‘

54 | sample ID [BMPROM]

5e ‘SampIeID ‘[BM-PPON] ‘
Page 21 of 407
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Header Text: c4591001

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

Sep/18/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit

Sep/18/2020

2. | Erroneous Visit

ERRONEOQUSVISIT

COVID-19 llIness Visit

3. | COVID-19 llIness Visit:

CovID_B

Page 22 of 407
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Sep/18/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
SiteNo: 1129 Site Name: (1129) Jacksonville Center for Clinica Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Form Comments
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Not Applicable Comments
i
2. | Date of First Symptom Started: Not Applicable Comments
1
3. | Symptoms Ongoing? Not Applicable Comments
Symptoms
4.2 || symptoms: FEVER
Was symptom present? Not Applicable Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? Not Applicable Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Weas symptom present? Not Applicable Comments
4d || symptoms: CHILLS
Was symptom present? Not Applicable Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? Not Applicable Comments
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? Not Applicable Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? Not Applicable Comments
Page 23 of 407

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

4h || symptoms: DIARRHEA

Was symptom present? Not Applicable Comments
41 || symptoms: VOMITING

Was symptom present? Not Applicable Comments
Symptoms - Other
S. Symptoms - Other Text: Not Applicable

[]
Page 24 of 407
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Date of Collecti | Specimen Ty | Specimen C_ollecnon Locat | Assay Cod(_e and Descript Device Type | Form Instance
on pe ion ion
1. | Not Applicable | Not Applicabl | Not Applicable Not Applicable Not Applicabl Repeating
e e Pages
Page 25 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. | Actua Date of Collection: Not Applicable Comments
I
2. | Specimen Type: Not Applicable Comments
3. | Specimen Caollection Location: Not Applicable Comments
4. | Assay Code and Description: Not Applicable Comments
5. | Device Type: Not Applicable Comments
6. | Trade Name: Not Applicable Comments
7. | Test Result: Not Applicable Comments
8. | Comments/Findings/Details: Not Applicable Comments
[]
9. | Trade Name Other, Specify: Not Applicable Comments
[]
Page 26 of 407

*** Confidential***
FDA-CBER-2021-5683-0803298




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or sample | Not Applicable Comments
was not collected according to
protocol, please provide reason: []
Aliquot
Please enter barcode for each aliquot.
5 || sample D Not Applicable
[]
Page 27 of 407
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Sep/18/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin Not Applicable Comments
2. | Sample Type Not Applicable Comments
3. | Sample Collected? Not Applicable Comments
4. | If no sample was collected or sample | Not Applicable Comments
was not collected according to
protocol, please provide reason: []
Aliquot
Please enter barcode for each aliquot.
5 || sample D Not Applicable
[]
Page 28 of 407

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION
Sep/18/2020

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Health Care Utilization

*** Confidential***

1a || physician or Hedlthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Lb || physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1.¢ || physician or Healthcare PRIMARY CARE PHYSICIAN

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Ld || physician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1.e || physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
1f Physician or Healthcare OTHER

Professional:

Occurrence of Visits or Contacts: Not Applicable Comments
Health Care Utilization Other
2. | Other Type of Practitioner Specify: Not Applicable Comments

[]
Health Care Utilization
3. | Hasthe subject been hospitalized due | Not Applicable Comments
to potential COVID-19 illness?
Page 29 of 407

FDA-CBER-2021-5683-0803301




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

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

1

Repeating Pages

Page 30 of 407

*** Confidential***
FDA-CBER-2021-5683-0803302
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Header Text: c4591001

Sep/18/2020

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

/)

o || s w

Ongoing?

*** Confidential***

Page 31 of 407
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS

Sep/18/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: Not Applicable Comments
2. | Wasadiagnosis obtained for Potential | Not Applicable Comments
COVID-19 IlIness?
3. | Toxicity Grade: Not Applicable Comments
Page 32 of 407

*** Confidential***
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# | Category of Clinical Event:

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

1

Repeating Pages

*** Confidential***

Page 33 of 407
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Header Text: c4591001

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

Sep/18/2020

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:

Page 34 of 407

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 15-Sep-2020 21:51
Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Category for Lab | Vendor Na | Collection Da | Specimen Ty Lab Result Form Instance
Test me te: pe
L Sponsor -Defined Ident | Test | Resul Repesting
ifier : t: Pages
Page 35 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Sep/18/2020

Form Version: 15-Sep-2020 21:51
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Lab Chemistry Details
1. | LabPanel:
2. | Laboratory Name and Address []
3. | Collection Date: 1
4. | Specimen Type:
Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 36 of 407

*** Confidential***
FDA-CBER-2021-5683-0803308
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Category for La | Vendor Name (DER

# b Test IVED)

Collection D | Specimen T Form Instanc

Lab Result
ate: ype

e

entifier t: t:

Sponsor -Defined Id | Tes | Resul Repesting

Peges

*** Confidential***

Page 37 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Laboratory Data Hematology

1. |Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

I

4. | Specimen Type:

Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
Page 38 of 407

*** Confidential***
FDA-CBER-2021-5683-0803310
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:52

Form: VITAL SIGNS- COVID

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record | dentifier: systolic: Diastolic: Repeating Pages
Page 39 of 407
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Header Text: c4591001

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

Sep/18/2020

Form Version: 15-Sep-2020 21:52
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record I dentifier:

Systolic:

[]

Diastalic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 40 of 407

*** Confidential***
FDA-CBER-2021-5683-0803312
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:54

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date:

Vital Signs Details

Form Instance

1

Record Identifier:

Oxygen Saturation

Repeating Pages

*** Confidential***

Page 41 of 407
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Header Text: c4591001

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

Sep/18/2020

Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

Page 42 of 407

*** Confidential***
FDA-CBER-2021-5683-0803314
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Date Time of Assessment

Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages

*** Confidential***

Page 43 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: OXY GENATION PARAMETERS

Sep/18/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2 (mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen):

[]

Page 44 of 407

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Sponsor -Defined Ide | Category for Medic | Concomitant Medications Pre- | Name of Medic | Start D Form Instance
ntifier ation specified ation ate
1 Repesating
Pages
Page 45 of 407
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Sep/18/2020

Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Concomitant M edications

1

What is the medication identifier?

[]

2.

Category:

3.

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:

I

Ongoing?

Page 46 of 407

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 1

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1 Repeating Pages
Page 47 of 407

FDA-CBER-2021-5683-0803319
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: IMAGING
Sep/18/2020

Form Version: 06-Jul-2020 21:53

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Imaging

1

Date of Assessment:

I

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

Page 48 of 407

*** Confidential***
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Header Text: c4591001

Oct/02/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: DATE OF VISIT - ILLNESS ONSET

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Date of Visit

1. | Dateof Visit Oct/2/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: COVID_A
Page 49 of 407
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/2/2020
2. | Date of First Symptom Started: Sep/28/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Oct/3/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h | symptoms: DIARRHEA
Was symptom present? NO
4i || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
54 || symptoms - Other Text: [naused]
Page 50 of 407

*** Confidential***
FDA-CBER-2021-5683-0803322




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

5b ‘ Symptoms - Other Text: ‘ [headache]
5¢ ‘ Symptoms - Other Text: ‘ [abdominal discomfort]
Page 51 of 407

*** Confidential***

FDA-CBER-2021-5683-0803323
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Header Text: 4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:54

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Date qf Co | Specimen Typ | Specimen C_ollectl Assay Code and Description Device Type Form Instan
Ilection e on Location ce
1. [ Oct/2/2020 | SWABBED M | NASOPHARYNX | SEVERE ACUTE RESP SYNDRO | SARS-COV-2 DIAG Repeating
ATERIAL ME CORONAVIRUS 2 NOSTIC TEST Pages
Page 52 of 407

*** Confidential***

FDA-CBER-2021-5683-0803324
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN
Oct/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. [Actua Date of Collection: Oct/2/2020

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: []

9. | Trade Name Other, Specify: [NALT Unknown]

*** Confidential***

Page 53 of 407
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/02/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Oct/2/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [CV04725]
Page 54 of 407

*** Confidential***
FDA-CBER-2021-5683-0803326




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Oct/02/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? NO
4. | If no sample was collected or sample | [self swab completed]
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5 || sampleID []
Page 55 of 407
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

lc

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Health Care Utilization

3.

Has the subject been hospitalized due

to potential COVID-19 illness?

NO

Page 56 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

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

1

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: RESPIRATORY TREATMENT

Oct/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

/)

o || s w

Ongoing?
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Header Text: 4591001

Oct/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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 1llness Diagnosis:
[Gastroenteritis]

Date of Diagnosis:
Oct/6/2020

3. | Toxicity Grade:

*** Confidential***

Page 59 of 407

FDA-CBER-2021-5683-0803331




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# | Category of Clinical Event:

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

1

Repeating Pages
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Header Text: c4591001

Oct/02/2020

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ILLNESS DETAILS- SEVERE

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 15-Sep-2020 21:51
Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Category for Lab | Vendor Na | Collection Da | Specimen Ty Lab Result Form Instance
Test me te: pe
L Sponsor -Defined Ident | Test | Resul Repesting
ifier : t: Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Oct/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Lab Chemistry Details
1. | LabPanel:
2. | Laboratory Name and Address []
3. | Collection Date: 1
4. | Specimen Type:
Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Category for La | Vendor Name (DER

# b Test IVED)

Collection D | Specimen T Form Instanc

Lab Result
ate: ype

e

entifier t: t:

Sponsor -Defined Id | Tes | Resul Repesting

Peges
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Header Text: c4591001

Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Laboratory Data Hematology

1. |Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

I

4. | Specimen Type:

*** Confidential***

Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: 4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:52

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date: Vital Signs Details Form Instance
1 Record | dentifier: systolic: Diastolic: Repeating Pages
Page 66 of 407
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Header Text: c4591001

Oct/02/2020

Form Version: 15-Sep-2020 21:52
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton  Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record I dentifier:

Systolic:

[]

Diastalic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:54

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date:

Vital Signs Details

Form Instance

1

Record Identifier:

Oxygen Saturation

Repeating Pages
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Header Text: c4591001

Oct/02/2020

Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Date Time of Assessment

Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages
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Header Text: c4591001

Oct/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2 (mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen):

[]

*** Confidential***
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Header Text: 4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Sponsor -Defined Ide | Category for Medic | Concomitant Medications Pre- | Name of Medic | Start D Form Instance
ntifier ation specified ation ate
1 Repesating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Oct/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Concomitant M edications

1

What is the medication identifier?

[]

2.

Category:

3.

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:

I

Ongoing?

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 2

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1 Repeating Pages
Page 74 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: IMAGING
Oct/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Imaging

1

Date of Assessment:

I

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visiton Form: DATE OF VISIT - ILLNESS ONSET

Dec/08/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Dec/8/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: CovVID_C
Page 76 of 407
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visiton  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Dec/08/2020
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Dec/8/2020
2. | Date of First Symptom Started: Dec/6/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/27/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h | symptoms: DIARRHEA
Was symptom present? NO
4i || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
S. Symptoms - Other Text: []
Page 77 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Date of Collectio | Specimen Typ | Specimen Collection Locati | Assay Code and Descripti | Device Typ Form I nstance
n e on on e
1. Repesating Pages
Page 78 of 407
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Header Text: c4591001

Dec/08/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Microbiology Specimen

1. | Actua Date of Collection:

I

Specimen Type:

Specimen Collection L ocation:

Assay Code and Description:

Device Type:

Trade Name:

Test Result:

Comments/Findings/Details:

Wl | N[O s> w| DN

Trade Name Other, Specify:

*** Confidential***

Page 79 of 407

FDA-CBER-2021-5683-0803351




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on
Dec/08/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? YES
Date of Collection:
Dec/8/2020
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [CV17502]
Page 80 of 407
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Header Text: 4591001

Dec/08/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
Sample Type NASAL_SWAB
NO

2
3. | Sample Collected?
4

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

[although visit conducted in clinic only self swab collected during the visit]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

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

1

Repeating Pages

Page 82 of 407

*** Confidential***
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Header Text: c4591001

Dec/08/2020

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Respiratory Treatment

1. [ What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

/)

o || s w

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# | Category of Clinical Event:

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

1

Repeating Pages

Page 84 of 407
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Header Text: c4591001

Dec/08/2020

Form Version: 17-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: ILLNESS DETAILS- SEVERE

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Wasadiagnosis obtained?
4

Toxicity Grade:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 15-Sep-2020 21:51
Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Category for Lab | Vendor Na | Collection Da | Specimen Ty Lab Result Form Instance
Test me te: pe
L Sponsor -Defined Ident | Test | Resul Repesting
ifier : t: Pages
Page 86 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Dec/08/2020

Form Version: 15-Sep-2020 21:51
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Lab Chemistry Details
1. | LabPanel:
2. | Laboratory Name and Address []
3. | Collection Date: 1
4. | Specimen Type:
Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Category for La | Vendor Name (DER

# b Test IVED)

Collection D | Specimen T Form Instanc

Lab Result
ate: ype

e

entifier t: t:

Sponsor -Defined Id | Tes | Resul Repesting

Peges

Page 88 of 407
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Header Text: c4591001

Dec/08/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit on

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Laboratory Data Hematology

1. |Lab Panel:

2. | Laboratory Name and Address

[]

3. | Collection Date:

I

4. | Specimen Type:

*** Confidential***

Lab Result
5. Sponsor 1D: []
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: 4591001
Visit: POT_COVID_ILL 3

Form Version: 15-Sep-2020 21:52

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date: Vital Signs Details Form Instance
1 Record | dentifier: systolic: Diastolic: Repeating Pages
Page 90 of 407
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Header Text: c4591001

Dec/08/2020

Form Version: 15-Sep-2020 21:52
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: VITAL SIGNS- COVID

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record I dentifier:

Systolic:

[]

Diastalic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 3

Form Version: 15-Sep-2020 21:54

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date:

Vital Signs Details

Form Instance

1

Record Identifier:

Oxygen Saturation

Repeating Pages
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Header Text: c4591001

Dec/08/2020

Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Date Time of Assessment

Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

1

Repeating Pages
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Header Text: c4591001

Dec/08/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: OXY GENATION PARAMETERS

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2 (mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen):

[]

*** Confidential***

Page 95 of 407

FDA-CBER-2021-5683-0803367




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Sponsor -Defined Ide | Category for Medic | Concomitant Medications Pre- | Name of Medic | Start D Form Instance
ntifier ation specified ation ate
1 Repesating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Dec/08/2020

Form Version: 06-Jul-2020 21:55
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Concomitant M edications

1

What is the medication identifier?

[]

2.

Category:

3.

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:

I

Ongoing?

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 3

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Date of Assessment L ocation of Assessment Imaging M ethod Overall Assessment Form Instance
1 Repeating Pages
Page 98 of 407
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: IMAGING
Dec/08/2020

Form Version: 06-Jul-2020 21:53
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Imaging

1

Date of Assessment:

I

L ocation of Assessment:

Type of Imaging Exam:

2
3.
4

Assessment:

*** Confidential***
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Header Text: c4591001

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

on Nov/06/2020

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Nov/6/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 IllIness Visit: COVID_A1
Page 100 of 407
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Header Text: 4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
on Nov/06/2020

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/6/2020
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 [BR6XWC]
5b ‘ Sample 1D ‘ [BR6XWD] ‘
5 || sampleID [BR6XWF]
5d ‘SampIeID ‘[BMPPOM] ‘
5€ || sample ID [BMPPON]
Page 101 of 407
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New

Unscheduled Visit

Form Version: 10-Oct-2020 15:57

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:

Page 102 of 407
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Header Text: 4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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 1D [

*** Confidential***
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Header Text: c4591001

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

Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date of Visit

1. | Dateof Visit

I

2. | Erroneous Visit
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Header Text: c4591001

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

Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

SiteNo: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Category AE !dent Adverse Event Start Date Isthe Adversg Event Sti | Form Instanc
ifier I Ongoing e
1. DELETED |ADVERSEE |1 Bilateral leg muscle pain | Sep/17/2020 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Sep/19/2020 UNK:U
NK
2. ADVERSEE |2 left shoulder soreness Sep/18/2020 UN | NO Repesating
VENT K:UNK End Date Time: Pages
Sep/19/2020 UNK:U
NK
3.DELETED |ADVERSEE |3 acute gastroeteritis Sep/29/2020 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Oct/4/2020 UNK:UN
K
4, ADVERSEE (4 fatigue Oct/6/2020 20:0 | NO Repeating
VENT 0 End Date Time: Pages
Oct/15/2020 UNK:U
NK
5. ADVERSEE |5 bilateral upper extremity | Oct/6/2020 20:0 | NO Repeating
VENT muscle pain 0 End Date Time: Pages
Oct/15/2020 UNK:U
NK
6. ADVERSEE |6 bilateral shoulder pain Oct/6/2020 20:0 | NO Repesating
VENT 0 End Date Time: Pages
Oct/15/2020 UNK:U
NK
7. ADVERSEE |7 chills Feb/15/2021 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Feb/16/2021 UNK:U
NK
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Visit: Logs

SiteNo: 1129

Header Text: c4591001

Subject No: 11291183
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

*** Confidential***

# Categary AE !dent Adverse Event Start Date Isthe Adverse_ Event Sti | Form Instanc
ifier I Ongoing e
8. ADVERSEE (8 headache Feb/15/2021 UN | NO Repeating
VENT K:UNK End Date Time: Pages
Feb/17/2021 UNK:U
NK
9. ADVERSEE |9 Urinary Obstruction Mar/9/2021 UN | NO Repesating
VENT K:UNK End Date Time: Pages
Mar/10/2021 UNK:U
NK
10. ADVERSEE |10 Worsened BPH Mar/9/2021 UN | YES Repesating
VENT K:UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Biateral-leg-musclepain]
(If possible specify diagnosis, not
individual symptoms)
4, | Start Date Time: Sepld7/2020 UNK-UINK
5. | Isthe adverse event still ongoing? NO
Sep/l19/2020 UNK-UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. |Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: 1f-Not-Related-to-study-treatment(s)-thiseventis dueto:
OTHER
[pertavestigator|
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | ¥ES
12. | Was aNon-Drug Treatment given? NO

Page 108 of 407
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

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

RECOVERED/RESOLVED

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

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

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(2

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

[left shoulder soreness)

4, | Start Date Time:

Sep/18/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/19/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of

significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

existing hospitalization; Persistent or

NO

8. | Isthisadverse event the result of a
study Medication Error?

error on the Medication Error Log.

If Yes, record the type of medication

NO

9. |Isthisevent related to study
treatment:

RELATED

10. | Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. | Was a Concomitant Medication given?

YES

12. | Was aNon-Drug Treatment given?

NO

13. | What was the outcome of this adverse

event?:

RECOVERED/RESOLVED
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only

*** Confidential***
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Locked, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [acute gastroeteritis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Sepi29/2020 UNK-UINK
5. | Isthe adverse event still ongoing? NO
Oct/4/2020 UNKUINK
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: H-NotRelated to-study- treatrment(s) - this event is due-to:
OFHER
[eticlogy-food-berne]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted, Locked, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

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 | [ ]
Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [fatigue]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/6/2020 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/15/2020 UNK:UNK
6. | Toxicity Grade: 1
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Form Version: 22-Apr-2020 21:02
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Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [5]
3. | Adverse Event: [bilateral upper extremity muscle pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/6/2020 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/15/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [6]
3. | Adverse Event: [bilateral shoulder pain]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Oct/6/2020 20:00
5. | Isthe adverse event still ongoing? NO
End Date Time:
Oct/15/2020 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
Page 118 of 407

*** Confidential***
FDA-CBER-2021-5683-0803390




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [7
3. | Adverse Event: [chillg]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/15/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/16/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [8]
3. | Adverse Event: [headache]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Feb/15/2021 UNK:UNK
5. | Isthe adverse event still ongoing? NO
End Date Time:
Feb/17/2021 UNK:UNK
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study RELATED
treatment:
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | RECOVERED/RESOLVED
event?:
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(9

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

[Urinary Obstruction]

4, | Start Date Time:

Mar/9/2021 UNK:UNK

5. | Isthe adverse event still ongoing? NO
End Date Time:
Mar/10/2021 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

Isthis serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Isthis serious event life threatening?
NO

Other medically important serious event

NO
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:
[Etiology BPH]
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Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25
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10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | NO
12. | Was aNon-Drug Treatment given? YES
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 | [2021269694]
Pfizer Use Only
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [10]
3. | Adverse Event: [Worsened BPH]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Mar/9/2021 UNK:UNK
5. | Isthe adverse event still ongoing? YES
6. | Toxicity Grade: 2
7. |Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event the result of a NO
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.
9. |Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Etiology Medical History]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication given? | YES
12. | Was aNon-Drug Treatment given? NO
13. | What was the outcome of this adverse | NOT RECOVERED/NOT RESOLVED

event?:
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

14.

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

NO

15.

Serious Adverse Event Number: For
Pfizer Use Only
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Form: MEDICATION ERROR

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Categor | Medication Err | Start Dat | Isthemedication error Still Ong | Study Medication Errors Act
# . - Form Instance
y or e oing ion
1 Repeating
Pages
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Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of Medication
Error):

Start Date:

I

Is the medication error still ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication given?

Was a Non-Drug Treatment given?

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

Was this medication error associated
with any adverse events?

10.

Serious Adverse Event Number: For
Pfizer Use Only
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Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Sponsor -Defined Ide | Category for Medic | Concomitant MedicationsPre- | Name of Medic | Start Da
# . . e . Form Instance
ntifier ation specified ation te
11 VACCINATIONS NO Flu Vaccine Sep/1/20 Repeating
20 Pages
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Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
eCRF Audit Trail History

Form Audit Trail

Concomitant M edications

1.

What is the medication identifier?

(1

2.

Category:

VACCINATIONS

Concomitant Medications
Pre-specified:

NO

Medication:

Provide the compl ete 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).

[Flu Vaccine]

Date:

Sep/1/2020
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Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

# Sponsor-Defined |d | Category for Medi | Concomitant Medications Pr | Name of Medic | Dose Descri | Form Instanc
entifier cation e-specified ation ption e
1 Repesting
Pages
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Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Concomitant Medications
1. | What is the medication identifier? []
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: []
Provide the compl ete 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: 1
10. | Ongoing?
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Form: RADIATION TREATMENT

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# | Category | Treatment Identifier

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

1

Repeating Pages
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Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment I dentifier? []

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

4. | Treatment: []

5. | Start Date: I

6. | Ongoing?
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Form: TRANSFUSIONS

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

# Transfusion Type

Date of Transfusion Form Instance

Repeating Pages
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Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1.

Transfusion Type:

2.

Date of Transfusion:

I
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Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Completion/Discontinuation | Nov/6/2020
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: []
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Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit
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Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

Unit:

Temperature Location:

Page 140 of 407

*** Confidential***
FDA-CBER-2021-5683-0803412




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Vaccination

1.

Weas there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

Wl | N[O s WD

Unit:

=
©

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: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []
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Header Text: c4591001

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

Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Disposition - Follow-Up

1. | Date of Completion/Discontinuation
/Death :

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Header Text: c4591001
Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Jan/14/2021

2. | Erroneous Visit
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Header Text: 4591001

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

Form Version: 10-Dec-2020 02:25
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Further Vaccination Confirmation

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

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

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Jan/20/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: 4591001
Visit: Disposition - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Withdrawal Of Consent

1.

Withdrawal of Consent Date :

I
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Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Death Details

1.

Date of Collection / Notification of
Death:

I

Cau

se of Death

Cause of Death Status:

Cause of Death:

*** Confidential***
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Jan/25/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Weas:

OBTAINED

Date Written Consent Obtained
Jan/25/2021

*** Confidential***
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Header Text: 4591001
Visit: V101_VAX3
Form Version: 10-Dec-2020 02:30

Site

No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION
Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form Comments

Inclusion Criteria Not Met

1

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

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

*** Confidential***

1. | Date of Completion/Discontinuation | Jan/25/2021
/Degth :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/25/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a ‘SampIeID ‘[BRL3XB]
5b || sample 1D [BRL3XC]
5.¢ ‘SampIeID ‘[BRLSXD]
54| sample 1D [BS9733]
5€ || sample D [BS9734]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/25/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BRMXOT]
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Header Text: c4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | DoseDate Time: Jan/25/2021 17:12
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/15/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/15/2021
4. | If no sample was collected or sample | []
was not collected according to
protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sampleID [BTZPIY]
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Header Text: c4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | DoseDate Time: Feb/15/2021 16:23
5. | Anatomical Location: DELTOID MUSCLE
6. |Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: [30.0]
9. [Unit: ug
10. | Timeframe Subject Was Observed 30 MINUTES
11. | Wasthe subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V103_ MONTH1

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V104 MONTH6

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date of Visit

1. | Dateof Visit I

2. | Erroneous Visit
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Header Text: c4591001

Visit: V105 MONTH18

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONTACT OUTCOME
Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

*** Confidential***
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form Version: 20-Feb-2021 02:26
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Not Started

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Disposition - Treatment

1.

Date of Completion/Discontinuation
/Death :

i/

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

*** Confidential***

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Nov/6/2020
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Header Text: c4591001

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

Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature

Click Hereto Enable
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Header Text: c4591001

Form Version: 22-Apr-2020 21:04
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Audit Trail

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

e CRF _Sign

e CRF_Sign_1

Name Signature Date Type Action
M eaning

*** Confidential***

Page 169 of 407

FDA-CBER-2021-5683-0803441




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:53
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
Form | Sep-16-2020 15:29:56 (UTC-05:00) Eastern Time | (b) (4), (b) Not Applicable
(US & Canada) (6)
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Subject No: 11291183
Generated By: (b) (4)

Header Text: c4591001

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - Comments
Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 Oct-19-2020 12:10:58 (UTC-05:00) Eastern Time  |(b) (4), (b) taken on 14Sep2020
(US & Canada) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - Comments
Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4 Oct-19-2020 12:11:51 (UTC-05:00) Eastern Time | (b) (4), (b) taken on 14Sep2020
(US & Canada) (6)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - Comments

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment

7.a | Oct-15-2020 09:33:20 (UTC-05:00) Eastern Time  |(b) (4), (b) temperature 15Sep2020: 98.9
(US & Canada) (6) Temperature 14Sep2020: 97.7
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Header Text: c4591001

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - Comments

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment

7.a | Oct-15-2020 09:33:20 (UTC-05:00) Eastern Time  |(b) (4), (b) temperature 15Sep2020: 98.9
(US & Canada) (6) Temperature 14Sep2020: 97.7
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - Comments

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment

7.a | Oct-15-2020 09:33:20 (UTC-05:00) Eastern Time  |(b) (4), (b) temperature 15Sep2020: 98.9
(US & Canada) (6) Temperature 14Sep2020: 97.7

Page 175 of 407

*** Confidential***
FDA-CBER-2021-5683-0803447



090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Comments

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date

User

Comment

Form | Nov-09-2020 16:13:46 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada)

(6)

sampl e collected on convalescent visit of the same
date
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments

Sep/18/2020
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Item | Date User Comment
Form | Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time | (b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 177 of 407
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1 Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Subject No: 11291183
Generated By: (b) (4)

Header Text: c4591001

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 179 of 407
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
3 Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 180 of 407
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4.a |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 181 of 407
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4b |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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FDA-CBER-2021-5683-0803454




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4.c  |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4.d |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4.e |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 185 of 407
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4f  |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4.9 |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 187 of 407

FDA-CBER-2021-5683-0803459




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4.h  |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4.i  |Nov-24-2020 10:03:22 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date

User

Comment

Form | Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b)

erroneous Visit

(US & Canada) (6)
Not Applicable
Form | Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
1 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0803463




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
2 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
2 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0803464




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
3 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
4 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
Page 194 of 407

*** Confidential***
FDA-CBER-2021-5683-0803466




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
5 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
5 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
Page 195 of 407

FDA-CBER-2021-5683-0803467




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
6 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
6 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0803468




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
7 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
7 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
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FDA-CBER-2021-5683-0803469




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
8 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
8 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
Page 198 of 407

*** Confidential***
FDA-CBER-2021-5683-0803470




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 06-Jul-2020 21:54
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
9 Nov-24-2020 10:03:44 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
9 Oct-14-2020 13:24:38 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done
(US & Canada) (6)
Page 199 of 407
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Sep/18/2020 Comments

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Item | Date User Comment
Form | Nov-24-2020 10:04:48 (UTC-05:00) Eastern Time | (b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

Form | Oct-20-2020 14:58:03 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
Form | Oct-14-2020 13:25:07 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

(US & Canada) (6)

Page 200 of 407

*** Confidential***
FDA-CBER-2021-5683-0803472




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
1 Nov-24-2020 10:04:48 (UTC-05:00) Eastern Time |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

1 Oct-20-2020 14:58:03 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
1 Oct-14-2020 13:25:07 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

(US & Canada) (6)
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FDA-CBER-2021-5683-0803473




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
2 Nov-24-2020 10:04:48 (UTC-05:00) Eastern Time |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

2 Oct-20-2020 14:58:03 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
2 Oct-14-2020 13:25:07 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0803474




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 1

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
3 Nov-24-2020 10:04:48 (UTC-05:00) Eastern Time |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

3 Oct-20-2020 14:58:03 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
3 Oct-14-2020 13:25:07 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

(US & Canada) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
4 Nov-24-2020 10:04:48 (UTC-05:00) Eastern Time |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

4 Oct-20-2020 14:58:03 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
4 Oct-14-2020 13:25:07 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

(US & Canada) (6)
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*** Confidential***
FDA-CBER-2021-5683-0803476




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
Form | Nov-24-2020 10:05:33 (UTC-05:00) Eastern Time | (b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

Form | Oct-20-2020 14:59:29 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
Form | Oct-14-2020 13:25:24 (UTC-05:00) Eastern Time | (b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1 Nov-24-2020 10:05:33 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

1 Oct-20-2020 14:59:29 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
1 Oct-14-2020 13:25:24 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 10:05:33 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

2 Oct-20-2020 14:59:29 (UTC-05:00) Eastern Time | (b) (4), (b)

(US & Canada) (6)
2 Oct-14-2020 13:25:24 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
3 Nov-24-2020 10:05:33 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

3 Oct-20-2020 14:59:29 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
3 Oct-14-2020 13:25:24 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
4 Nov-24-2020 10:05:33 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit

(US & Canada) (6)

Not Applicable

4 Oct-20-2020 14:59:29 (UTC-05:00) Eastern Time  |(b) (4), (b)

(US & Canada) (6)
4 Oct-14-2020 13:25:24 (UTC-05:00) Eastern Time  ((b) (4), (b) Not Done

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

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - Comments
Sep/18/2020

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Item | Date User Comment
Form | Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time | (b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
la |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1b |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
1c |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 213 of 407

FDA-CBER-2021-5683-0803485




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1d |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Item | Date User Comment
le |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1f |Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Subject No: 11291183
Generated By: (b) (4)

Header Text: c4591001

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments
Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
3 Nov-24-2020 10:07:32 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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*** Confidential***
FDA-CBER-2021-5683-0803490




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ILLNESS DETAILS - Comments

Sep/18/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Item | Date User Comment
Form | Nov-24-2020 10:08:26 (UTC-05:00) Eastern Time | (b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
1 Nov-24-2020 10:08:26 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Subject No: 11291183
Generated By: (b) (4)

Header Text: c4591001

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Back to Form

*** Confidential***

Item | Date User Comment
2 Nov-24-2020 10:08:26 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date User Comment
3 Nov-24-2020 10:08:26 (UTC-05:00) Eastern Time  |(b) (4), (b) erroneous Visit
(US & Canada) (6)
Not Applicable
Page 222 of 407
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION

- Comments

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Item | Date

User

Comment

(US & Canada)

Form | Jan-26-2021 16:09:20 (UTC-05:00) Eastern Time | (b) (4); (b) (6)

Not Applicable

*** Confidential***
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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, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

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

e CRF_Sign

e CRF_Sign_1

Name Signature Date Type Action

Meaning

(b) (6) N/A Feb-17-2021 15:09:37 (UTC-05:00) Eastern Time Edit - All

(US & Canada) signatures
invalidated

Affidavit:

N/A

Michael Koren Approved Jan-27-2021 22:05:04 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)

Affidavit:

By my dated signature below, I, MichaelKoren, 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.

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

(b) (6) N/A Jan-26-2021 16:08:25 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Koren Approved Jan-21-2021 18:05:11 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

(b) (6) N/A Dec-15-2020 13:49:10 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Page 224 of 407
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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, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Affidavit:

N/A

Michael Koren Approved Dec-09-2020 16:28:43 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

(b) (6) N/A Dec-07-2020 14:03:11 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Koren Approved Dec-02-2020 22:10:31 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

(b) (6) N/A Nov-25-2020 14:59:23 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Koren Approved Nov-25-2020 13:51:50 (UTC-05:00) Eastern Time | BOOK Signed
(US & Canada)
Page 225 of 407
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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, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Affidavit:

By my dated signature below, I, MichaelKoren, 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.

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

(b) (6) N/A Nov-24-2020 10:02:28 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Koren Approved Nov-13-2020 13:26:54 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

(b) (6) N/A Nov-12-2020 18:19:36 (UTC-05:00) Eastern Time Edit - All
(US & Canada) signatures
invalidated
Affidavit:
N/A
Michael Koren Approved Nov-11-2020 10:32:53 (UTC-05:00) Eastern Time | BOOK Signed

(US & Canada)

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

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

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Select appropriate response - Protocol version

|Date L ocation |User |VaJue Reason
Sep-16-2020 15:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 24 JUL 2020
(US& Canada) (b) (6)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:27:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), STAGE 3 COHORTS
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Consent Was:

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:28:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OBTAINED
(US & Canada) (b) (6) Date Written Consent Obtained

Sep/14/2020
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Header Text: 4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Subject ID

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:27:37 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern Time (autocalc) | 11291183 previous form
(US & Canada)

| 2. Birth Date:

| Date L ocation | User | Value Reason
Sep-16-2020 15:27:34 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern Time (autocalc) |(b) (6)/1958
(US & Canada)

3. sex:

’Date L ocation |User |VaJue Reason
Sep-16-2020 15:29:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), MALE
(US & Canada) (b) (6)

| 4. Ethnicity:

’ Date L ocation User Value Reason
Sep-16-2020 15:29:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT HISPANIC OR LATINO(A) OR
(US & Canada) (b) (6) OF SPANISH ORIGIN

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

| Date L ocation | User | Value Reason
Sep-16-2020 15:29:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLACK OR AFRICAN AMERICAN
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

| Date L ocation | User | Value Reason
Oct-22-2020 07:29:06 ACVOPFEINFP6000 ((b) (4), (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (6) query
(US & Canada)
Oct-20-2020 10:15:40 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered only part of visit
(UTC-05:00) Eastern Time (6)
(US & Canada)
Oct-19-2020 21:07:08 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Previous
(UTC-05:00) Eastern Time (6) response on Vitals
(US & Canada) page "Temporary
delay of visit due to
nonstudy related
vaccination." Date of
Visit does not match
all datesfor V1
procedures. Please
clarify if thisdelay
was for entire visit
and dates should
match or only part of
visit.
Sep-16-2020 15:29:45 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) Sep/14/2020
(US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:52
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date of Completion/Discontinuation/Death

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:31:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/14/2020
(US & Canada) (b) (6)

| 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Sep-16-2020 15:31:15 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SCREENING
(US & Canada)

’ 3. Status:

’Date L ocation |User |VaJue Reason
Sep-16-2020 15:31:15 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), COMPLETED
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

[1a

’ Date L ocation | User | Value Reason
Sep-16-2020 15:31:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 1
(US & Canada) Medical History Ter Seasonal allergi

m: es

Start Date: UNK/UNK/201
5

Ongoing: YES

’ l.aLine/MH Number:

’ Date L ocation | User ‘ Value Reason
Sep-16-2020 15:31:53 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
Sep-16-2020 15:31:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Seasonal alergies
(US & Canada) (b) (6)

’ 1l.a Start Date:

’ Date L ocation User Value Reason
Sep-16-2020 15:31:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2015
(US & Canada) (b) (6)

| 1.aOngoing:

| Date L ocation User Value Reason
Sep-16-2020 15:31:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

b

’Date |Location |User |VaJue |Reason

Data Entry: Initial Entry

‘ Sep-16-2020 15:32:41 ‘ ACVOPFEINFP6000 ‘ auto calc
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 2
(US & Canada) Medical History Ter Enlarged prosta

m: te

Start Date: UNK/UNK/20

17
Ongoing: YES

’1.b Line/MH Number:

’ Date L ocation | User | Value Reason
Sep-16-2020 15:32:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |2
(US & Canada)

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

| Date L ocation User Value Reason
Sep-16-2020 15:32:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Enlarged prostate
(US & Canada) (b) (6)

’ 1.b Start Date:

’Date L ocation |User |VaJue Reason
Sep-16-2020 15:32:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2017
(US & Canada) (b) (6)

| 1.b Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:32:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

10

| Date L ocation | User | Value Reason
Sep-16-2020 15:34:31 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), Line/MH Number: 3
(US & Canada) (b) (6) Medical History Te myopia

rm:
Start Date: UNK/UNK/20
18
Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Sep-16-2020 15:33:11 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Line/MH Number: 3
(US & Canada) Medical History T erectile dysfunc
erm: tion
Start Date: UNK/UNK/201
7
Ongoing: YES

’ 1l.cLine/MH Number:

’ Date L ocation | User ‘ Value Reason
Sep-16-2020 15:33:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (3
(US & Canada)

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

| Date L ocation User Value Reason
Sep-16-2020 15:34:31 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), myopia
(US & Canada) (b) (6)

Sep-16-2020 15:33:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), erectile dysfunction
(US & Canada) (b) (6)

| 1.c Start Date:

| Date L ocation | User | Value Reason
Sep-16-2020 15:34:31 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), UNK/UNK/2018
(US & Canada) (b) (6)

Sep-16-2020 15:33:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), UNK/UNK/2017
(US & Canada) (b) (6)

| 1.c Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:33:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

|1

| 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: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Sep-16-2020 15:34:46 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 4
(US & Canada) Medical History Ter hyperopia
m:
Start Date: UNK/UNK/20
18
Ongoing: YES

’ 1.dLine/MH Number:

’ Date L ocation | User ‘ Value Reason
Sep-16-2020 15:34:46 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
Sep-16-2020 15:34:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), hyperopia
(US & Canada) (b) (6)

’ 1.d Start Date:

’ Date L ocation User Value Reason
Sep-16-2020 15:34:46 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2018
(US & Canada) (b) (6)

| 1.d Ongoing:

| Date L ocation User Value Reason
Sep-16-2020 15:34:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

[1e

’ Date L ocation | User | Value Reason
Sep-16-2020 15:35:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 5
(US & Canada) Medical History Ter reactive airway

m:
Start Date: UNK/UNK/20
18
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ ‘ ‘ ‘ Ongoing: YES ‘

’ l.eLine/MH Number:

’Date |Location |User |VaJue |Reason
Sep-16-2020 15:35:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:35:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), reactive airway
(US & Canada) (b) (6)

| 1l.e Start Date;

| Date L ocation | User | Value Reason
Sep-16-2020 15:35:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2018
(US & Canada) (b) (6)

’ 1.e Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:35:15 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

1f

| Date L ocation User Value Reason
Sep-17-2020 15:34:20 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), LineMH Number: 6
(US & Canada) (b) (6) Medical History Ter overweight

m:
Start Date: Jan/UNK/202
0
Ongoing: YES
Sep-16-2020 15:35:32 ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) Line/MH Number: 6
(US & Canada) Medical History Te overweight
rm:
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

’ 1.f Line/MH Number:

’ Date L ocation | User | Value Reason
Sep-16-2020 15:35:32 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |6
(US & Canada)

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

| Date L ocation User Value Reason
Sep-16-2020 15:35:32 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), overweight
(US & Canada) (b) (6)

’ 1.f Start Date:

’ Date L ocation User Value Reason
Sep-17-2020 15:34:20 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Sep-17-2020 15:34:20 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time 4), Jan/UNK/2020

(US & Canada) (b) (6)

Sep-16-2020 15:49:20 ACVOPFEINFP6000 | auto query Query 1: Opened Start Dateis after or

(UTC-05:00) Eastern Time (autoquery) equal to thefirst

(US & Canada) vaccination date
15/Sep/2020. Please
review and update as
appropriate.

Sep-16-2020 15:35:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time 4), UNK/UNK/2020

(US & Canada) (b) (6)

’ 1.f Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:35:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

10
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Date L ocation | User | Value Reason
Sep-16-2020 15:36:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 7
(US& Canada) Medical History Ter Atrial fibrillati

m: on

Start Date: UNK/UNK/20

03

Ongoing: YES

’ 1.gLine/MH Number:

’ Date L ocation | User ’ Value Reason
Sep-16-2020 15:36:28 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |7
(US & Canada)

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

| Date L ocation User Value Reason
Sep-16-2020 15:36:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Atria fibrillation
(US & Canada) (b) (6)

’ 1.g Start Date:

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:36:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2003
(US & Canada) (b) (6)

| 1.g Ongoing:

| Date L ocation User Value Reason
Sep-16-2020 15:36:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 1h

’ Date L ocation | User | Value Reason
Sep-16-2020 15:37:29 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Numbe 8
(US & Canada) r:

Medical History systolic gjection m
Term: urmur
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Start Date: UNK/UNK/2003
Ongoing: YES

’ 1.h Line/MH Number:

| Date L ocation | User | Value Reason
Sep-16-2020 15:37:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (8
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:37:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), systolic g ection murmur
(US & Canada) (b) (6)

| 1.h Start Date:

| Date L ocation User Value Reason
Sep-16-2020 15:37:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2003
(US & Canada) (b) (6)

’ 1.h Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:37:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

1

| Date L ocation User Value Reason
Sep-17-2020 10:55:06 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4), Line/MH Nu 9
(US & Canada) (b) (6) mber:

Ongoing: NO

Medical Hist mechanical heart valv
ory Term: e replacement

Start Date:  UNK/UNK/2003

End Date:

UNK/UNK/2003

Sep-16-2020 15:38:04 ACVOPFEINFP6000 |autocac Data Entry:

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

(autocalc) Line/MH Num 9

ber:
Medical Histor mechanical valvere
y Term: placement
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2003
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1.i Line/MH Number:

’ Date L ocation | User | Value Reason
Sep-16-2020 15:38:04 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (9
(US & Canada)

| 1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

| Date L ocation User Value Reason
Sep-17-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Closed | Discrepancy has
11:48:10 Oracle been closed.
(UTC-05:00) (b) (4)

Eastern Time (US

& Canada)

Sep-17-2020 ACVOPFEINFP6000 auto query Query 1: Answer | Transcription Error

10:55:06 (autoquery) ed

(UTC-05:00)

Eastern Time (US

& Canada)

Sep-17-2020 ACVOPFEINFP6000 (b) (4), (b) (6) |DataEntry: Transcription Error

10:55:06 mechanical heart

(UTC-05:00) valve replacement

Eastern Time (US

& Canada)

Sep-16-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Opened | Clarify asfollows

20:11:50 Oracle MECHANICAL

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

Eastern Time (US REPLACEMENT .

& Canada) Areyou reporting
MECHANICAL
HEART VALVE
REPLACEMENT ?
Or MECHANICAL
AORTIC VALVE
REPLACEMENT?
Or other? If so then
please edit as such.
Or clarify theterm
further. Thank you.

Sep-16-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry

15:38:04 (6) mechanical valve

(UTC-05:00) replacement

Eastern Time (US

& Canada)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: V1 DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 1.i Start Date:

|Date L ocation |User |VaJue Reason
Sep-16-2020 15:38:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2003
(US & Canada) (b) (6)

’ 1.i Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:38:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2003

’ 1]

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:40:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 10
(US & Canada) Medical History Te cardiac ablation

rm:
Start Date: UNK/UNK/2003
Ongoing: NO
End Date:
UNK/UNK/2
003
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 1j Line/MH Number:

| Date L ocation | User | Value Reason
Sep-16-2020 15:40:57 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |10
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:40:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), cardiac ablation
(US & Canada) (b) (6)

| 1 Start Date:

| Date L ocation User Value Reason
Sep-16-2020 15:40:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2003
(US & Canada) (b) (6)

’ 1,j Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:40:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2003

|1k

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:42:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Number: 11
(US & Canada) Medical History Te cardiac ablation

rm:
Start Date: UNK/UNK/2016
Ongoing: NO
End Date:
UNK/UNK/2
016
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 1.k Line/MH Number:

| Date L ocation | User | Value Reason
Sep-16-2020 15:42:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |11
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), cardiac ablation
(US & Canada) (b) (6)

| 1k Start Date:

| Date L ocation User Value Reason
Sep-16-2020 15:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2016
(US & Canada) (b) (6)

’ 1.k Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:42:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2016

1l

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:44:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Line/MH Num 12

Medical Histor Varicose vein strippin
y Term: gright leg
Start Date: UNK/UNK/2019
Ongoing: NO
End Date:
UNK/UNK/2019
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 1.1 Line/MH Number:

| Date L ocation | User | Value Reason
Sep-16-2020 15:44:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |12
(US & Canada)

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

’ Date L ocation User Value Reason
Sep-16-2020 15:44:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Varicose vein stripping right leg
(US & Canada) (b) (6)

| 1. Start Date:

| Date L ocation User Value Reason
Sep-16-2020 15:44:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), UNK/UNK/2019
(US & Canada) (b) (6)

’ 1.1 Ongoing:

’ Date L ocation User Value Reason
Sep-16-2020 15:44:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date:

UNK/UNK/2019
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date:
’ Date L ocation | User | Value Reason
Oct-20-2020 08:02:39 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Oct-19-2020 12:11:26 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-19-2020 12:11:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (6) Sep/15/2020
(US & Canada)
Oct-19-2020 04:44:47 ACVOPFEINFPG000 |(b) (4), Query 3: Closed Query reissued already
(UTC-05:00) Eastern Time (b) (6)
(US & Canada)
Oct-19-2020 04.43:44 ACVOPFEINFPG000 |(b) (4), Query 2: Reissued:Opened DM: Form unfreeze,
(UTC-05:00) Eastern Time (b) (6) Please update data as
(US & Canada) per query response.
Oct-15-2020 09:31:31 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Temporary delay of
(UTC-05:00) Eastern Time (6) visit due to nonstudy
(US & Canada) related vaccination.
Oct-15-2020 09:30:49 ACVOPFEINFP6000 | auto query Query 3: Opened Vital Signs Dateis not
(UTC-05:00) Eastern Time (autoquery) the same as
(US & Canada) Vaccination Datein the
same visit. Please
review and update as
appropriate or clarify.
Oct-15-2020 09:30:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-05:00) Eastern Time Sep/14/2020
(US & Canada)
Oct-15-2020 09:27:40 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (6) Sep/15/2020
(US & Canada)
Oct-15-2020 09:27:16 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered confirmed, please
(UTC-05:00) Eastern Time (6) unfreeze if data needs
(US & Canada) to be updated.
Oct-15-2020 04:54:30 ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened DM: Assessments
(UTC-05:00) Eastern Time (b) (6) should be
(US & Canada) repeated/performed on
subject’s return for
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

further evaluation at
the end of the
temporary delay
period. Please review
and confirmif vitals
were repeated on the
day of vaccination.
Thanks

Oct-14-2020 12:42:31 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered Temporary delay of

(UTC-05:00) Eastern Time (6) visit due to nonstudy

(US & Canada) related vaccination.

Oct-14-2020 06:24:38 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened DM: Vital Signs Date

(UTC-05:00) Eastern Time (6) is not the same as

(US & Canada) Vaccination Date,
please confirm vital
signs were taken on the
Vaccination Date.
Please review and
update as appropriate.
Else clarify.

Oct-14-2020 06:13:43 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed As per response, query

(UTC-05:00) Eastern Time (6) has been closed.

(US & Canada)

Oct-13-2020 09:08:45 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Original valueis

(UTC-05:00) Eastern Time (6) correct

(US & Canada)

Oct-12-2020 09:08:35 ACVOPFEINFPG000 |(b) (4), (b) Query 1. Opened Vital Signs Date is not

(UTC-05:00) Eastern Time (6) the same as

(US & Canada) Vaccination Datein the
same visit. Please
review and update as
appropriate or clarify.

Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (6) Sep/14/2020

(US & Canada)

’ 2. Weight:

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 207.4
(US & Canada) (b) (6)

| 3. Unit:

| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), LB
(US & Canada) (b) (6)

| 4. Height:

| Date L ocation User Value Reason
Sep-16-2020 15:46:59 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 71.0
(US & Canada) (b) (6)

’ 5. Unit:

|Date L ocation |User |VaJue Reason
Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), in
(US & Canada) (b) (6)

’ 6. Body Mass I ndex:

’ Date L ocation | User ‘ Value Reason
Sep-16-2020 15:46:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |28.9

(US & Canada)

[7a

| Date L ocation User Value Reason
Oct-15-2020 09:28:22 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), Record Identifier:: 1
(US& Canada) (b) (6) Temperature: 98.9

Temperature Unit: F
Temperature Locati ORAL CAVI

on:: TY
Sep-16-2020 15:46:59 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Record Identifier:: 1
(US & Canada) (b) (6) Temperature: 97.7

Temperature Unit: F

Temperature Locati ORAL CAVI
on:: TY

| 7.a Record I dentifier:

| Date

L ocation

User Value Reason
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 15-Sep-2020 21:56
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)

| 7.a Temperature:

| Date L ocation | User | Value Reason
Oct-15-2020 09:28:22 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time 4), 98.9
(US & Canada) (b) (6)

Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 97.7
(US & Canada) (b) (6)

’ 7.aUnit:

’ Date L ocation User Value Reason
Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), F
(US & Canada) (b) (6)

| 7.a Temperature Location:

| Date L ocation User Value Reason
Sep-16-2020 15:46:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), ORAL CAVITY
(US & Canada) (b) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Randomization Date :

’ Date L ocation User Value Reason
Sep-21-2020 20:30:22 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)

Sep-18-2020 10:36:57 ACVOPFEINFPG000 |(b) Query 1: Answered Temporary delay of
(UTC-05:00) Eastern Time (4), visit due to nonstudy
(US & Canada) (b) (6) related vaccination.
Sep-17-2020 20:05:24 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Please can
(UTC-05:00) Eastern Time (b) (6) you review the date
(US & Canada) discrepancy between
I1C and randomisation
and update as
appropriate. Thanks
Sep-16-2020 15:47:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/15/2020
(US & Canada) (b) (6)

| 2. Randomization Number:

’ Date L ocation User Value Reason
Sep-16-2020 15:47:47 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 259906
(US & Canada) (b) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User | Value Reason
Sep-17-2020 09:36:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Sep-17-2020 09:36:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Sep-17-2020 09:36:49 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Sep-17-2020 09:36:41 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-17-2020 09:36:41 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Sep/14/2020

’ 5a
’ Date L ocation User Value Reason
Sep-17-2020 09:36:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample|D: BP5PLT
(US & Canada) (b) (6)
| 5.aSample|D
|Date |Location |User |Value |Reason
‘ Sep-17-2020 09:36:49 ‘ ACVOPFEINFPE000 |®@:®1® Data Entry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(UTC-05:00) Eastern Time (2) BP5PLT
(US & Canada) @.

| 5b

| Date | L ocation | User | Value | Reason
Sep-17-2020 09:36:58 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample | D: BP5PLV
(US & Canada) (b) (6)

| 55 Sample D

|Date L ocation |User |VaJue Reason
Sep-17-2020 09:36:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), BP5PLV
(US & Canada) (b) (6)

’ 5.c

’ Date L ocation User Value Reason
Sep-17-2020 09:37:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BPSPLW
(US & Canada) (b) (6)

| 5.c Sample D

| Date L ocation User Value Reason
Sep-17-2020 09:37:08 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BP5PLW
(US & Canada) (b) (6)

’ 5.d

’ Date L ocation User Value Reason
Sep-17-2020 09:38:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample|D: BLDOVM
(US & Canada) (b) (6)

| 5.d Sample D

| Date L ocation User Value Reason
Sep-17-2020 09:38:01 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLDOVM
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V1_DAY1_VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
’ 5.e
’ Date L ocation User Value Reason
Sep-17-2020 09:38:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample |D: BLDOVN
(US & Canada) (b) (6)
| 5.e Sample 1D
| Date L ocation User Value Reason
Sep-17-2020 09:38:11 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), BLDOVN
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User ‘ Value Reason
Sep-17-2020 09:39:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Sep-17-2020 09:39:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Sep-17-2020 09:39:26 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Sep-17-2020 09:39:18 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Sep-17-2020 09:39:18 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Sep/14/2020

’ 5a
’ Date L ocation User Value Reason
Sep-17-2020 09:39:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample|D: BMB5HG
(US & Canada) (b) (6)
| 5.aSample|D
|Date |Location |User |Value |Reason
‘ Sep-17-2020 09:39:26 ‘ ACVOPFEINFPE000 |®@:®1® Data Entry: Initial Entry
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

(b)
4),
(h) (RY

BMBSHG
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Wasthere a temporary delay of vaccination?

’ Date L ocation | User ‘ Value Reason
Sep-21-2020 20:50:24 ACVOPFEINFP6000 |(b) (4), (b) |Query 1. Closed Response satisfies
(UTC-05:00) Eastern Time (6) query
(US & Canada)
Sep-18-2020 10:37:20 ACVOPFEINFPG000 |(b) Query 1: Answered Changed data per
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b) (6)
Sep-17-2020 19:55:45 ACVOPFEINFP6000 |(b) (4), (b) |Query 1: Opened ClinQuery: subject
(UTC-05:00) Eastern Time (6) met TDV due to recent
(US & Canada) non-study vaccine, but
there is nothing listed
inthe logs. Please
review/update. Thanks
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of First Delay:
Sep/14/2020
Reason(s) for Temporary Delay of
Vaccination
RECENT NON-STUDY VACCIN
ATION
’ 2. Treatment Name
’ Date L ocation | User ’ Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | BLINDED THERAPY
(US & Canada)
| 3. Formulation:
| Date L ocation | User | Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INJECTION
(US & Canada)
’ 4. Dose Date Time:
’ Date L ocation User Value Reason
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Oct-29-2020 15:16:40 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4), Sep/15/2020 16:24

(US & Canada) (b) (6)

Sep-16-2020 15:49:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Sep/15/2020 16:27

(US & Canada) (b) (6)

’ 5. Anatomical Location:

| Date L ocation | User | Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | DELTOID MUSCLE
(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), LEFT
(US & Canada) (b) (6)

| 7. Route:

| Date L ocation | User | Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR
(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User | Value Reason
Sep-16-2020 15:49:20 ACVOPFEINFP6000 |autocac |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
Sep-16-2020 15:49:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
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Header Text: 4591001

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: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Select appropriate response - Reactogenicity diary collection

’Date L ocation ‘User |Value Reason
Sep-16-2020 15:49:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO - REACTOGENICITY E-DIARY
(US & Canada) (b) (6) NOT COLLECTED FOR THIS SUBJ

ECT
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

| Date L ocation User Value Reason
Oct-10-2020 08:15:55 ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies
(UTC-05:00) Eastern Time (OF query
(US & Canada) (0) (6)
Oct-09-2020 09:41:07 ACVOPFEINFP6000 |(b) (4), (b) Query 3: Answered Original valueis
(UTC-05:00) Eastern Time (6) correct
(US & Canada)
Oct-08-2020 01:28:50 ACVOPFEINFPG000 |(b) (4), (b) Query 3: Opened DM: Kindly consider
(UTC-05:00) Eastern Time (6) to update details on
(US & Canada) SWAB PFE form or
else clarify. Thank
you.
Oct-06-2020 17:27:01 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Deleted Transcription Error
(UTC-05:00) Eastern Time (6)
(US & Canada)
Oct-06-2020 17:27:01 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (6) Oct/6/2020
(US & Canada)
Oct-06-2020 10:45:56 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Candidate Per recent guidelines,
(UTC-05:00) Eastern Time (6) need to wait till visit
(US & Canada) actually occurs.
Oct-06-2020 08:50:27 ACVOPFEINFPG000 |(b) (4), Query 1. Deleted No other assessments
(UTC-05:00) Eastern Time (b) (6) are performed at this
(US & Canada) visit.
Oct-05-2020 11:12:49 ACVOPFEINFP6000 | auto query Query 1: Candidate Erroneous Visitis
(UTC-05:00) Eastern Time (autoquery) marked, but date of
(US & Canada) visit is entered. Please
check whether other
assessments are
performed at this
visit.
Oct-05-2020 11:12:26 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) Oct/2/2020
(US & Canada)
| 2. Erroneous Visit
| Date L ocation User Value Reason
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Oct-06-2020 17:26:32 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-05-2020 11:12:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), ERRONEOUSVISIT
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: V2 VAX2_L

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 15-Sep-2020 21:54

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date:

’Date L ocation ‘User |Value Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/6/2020
(US & Canada) (b) (6)

[2a

| Date L ocation User Value Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Record Identifier:: 1
(US & Canada) (b) (6) Temperature: 97.6

Temperature Unit:  F
Temperature Locati ORAL CAVI
on:: TY

| 2.a Record | dentifier:

| Date L ocation User Value Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)

’ 2.a Temperature:

’Date L ocation |User |VaJue Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 97.6
(US & Canada) (b) (6)
| 2.aUnit:

’ Date L ocation User Value Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), F
(US & Canada) (b) (6)
| 2.a Temperature Location:
| Date L ocation User Value Reason
Oct-06-2020 17:27:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time ) (6) ORAL CAVITY
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 15-Sep-2020 21:54
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada)

(b) (4), (b) (6)
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Header Text: 4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User | Value Reason
Oct-08-2020 15:51:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Oct-08-2020 15:51:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Oct-08-2020 15:51:12 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-08-2020 15:51:02 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-08-2020 15:51:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Oct/6/2020

’ 5a
’ Date L ocation User Value Reason
Oct-08-2020 15:51:12 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BN69LG
(US & Canada) (b) (6)
| 5.aSample|D
|Date |Location |User |Value |Reason
Oct-08-2020 15:51:12 ‘ ACVOPFEINFPG000 |®@-®® Data Entry: Initial Entry
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Header Text: c4591001
Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

(b)
4),
(h) (RY

BN6ILG
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Header Text: 4591001
Visit: V2 VAX2_L

Form: VACCINATION - eCRF Audit Trail History

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

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Wasthere a temporary delay of vaccination?

’Date L ocation ‘User |Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 2. Treatment Name

| Date L ocation | User | Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BLINDED THERAPY

’3. Formulation:

’ Date L ocation | User | Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) | INJECTION

| 4. Dose Date Time:

’ Date L ocation User Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/6/2020 16:13
(US & Canada) (b) (6)

| 5. Anatomical Location:

| Date L ocation | User | Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), LEFT
(US & Canada) (b) (6)

| 7. Route:
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Header Text: c4591001

Visit: V2 VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ Date L ocation | User | Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |INTRAMUSCULAR
(US & Canada)

| 10. Timeframe Subject Was Observed

’ Date L ocation | User ‘ Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

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

| Date L ocation | User | Value Reason
Oct-06-2020 17:28:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: V3_ MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02

SiteNo: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

|Date L ocation |User |VaJue |Reason
Nov-10-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Response satisfies query
03:17:43 (6) 2:Clo
(UTC-05:00) sed
Eastern Time
(Us&
Canada)
Nov-10-2020 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies query
00:36:56 (b) (6) 1: Clo
(UTC-05:00) sed
Eastern Time
(Us&
Canada)
Nov-09-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Changed data per query
16:11:35 (6) 1. Ans
(UTC-05:00) wered
Eastern Time
(Us&
Canada)
Nov-09-2020 | ACVOPFEINFPE000 (b) (4), (b) Query [ Original valueis correct
16:09:43 (6) 2: Ans
(UTC-05:00) wered
Eastern Time
(Us&
Canada)
Nov-09-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5309410;The Date of
03:20:52 (b) (4) 2:Op |Visitat Visit
(UTC-05:00) ened |V3 MONTH1_POSTVAX2 L
Eastern Time is the same as the other Date
(Us& of Visit at Visit COVID_AL.
Canada) Please review for duplication
and update as appropriate.
Nov-07-2020 | ACVOPFEINFP6000 Balgji Prabu R Query | Asper CRF guidelines, the
06:44:07 (b) (4) 1: Op [treatment period is defined as
(UTC-05:00) ened | 1st vaccination visit through
Eastern Time the 1-month post vaccination
(Us& visit after the 2nd vaccination.
Canada) Please complete treatment
disposition CRF and update
date of EOT to match the date
the Visit 3 blood draw
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Header Text: c4591001

Visit: V3_ MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Nov-06-2020 | ACVOPFEINFP6000
18:57:47
(UTC-05:00)
Eastern Time
(US&
Canada)

Alex Hill (b) (4) Data | Initial Entry
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Header Text: 4591001
Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’Date L ocation | User |Value Reason
Nov-06-2020 18:58:02 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [SITE
(US & Canada)

| 2. Sample Type

|Date L ocation |User |Value Reason
Nov-06-2020 18:58:02 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Nov-10-2020 03:19:19 ACVOPFEINFP6000 ((b) (4), (b) | Query 3: Closed Response satisfies
(UTC-05:00) Eastern Time (6) query
(US & Canada)

Nov-09-2020 16:13:27 ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

(US & Canada)

Nov-09-2020 16:12:29 ACVOPFEINFP6000 | auto query Query 4: Opened '‘Sample Collected? is

(UTC-05:00) Eastern Time (autoquery) marked as No and 'If

(US & Canada) no sample was
collected or sample
was not collected
according to protocol,
please provide reason’
ismissing. Please
review and update as
appropriate.

Nov-09-2020 16:12:29 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error

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

(US & Canada)

Nov-09-2020 16:12:29 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time (6) NO

(US & Canada)

Nov-08-2020 10:57:15 ACVOPFEINFP6000 |(b) Query 3: Opened As per previous

(UTC-05:00) Eastern Time 53 - comment, barcodes
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada)

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

were added to the
convalescent visit.
Please update
response to "Sample
Collected?' asNOin
V3 and add comment
that sampleis
captured in the
convalescent visit.

Nov-08-2020 10:55:42 ACVOPFEINFP6000 |(b) Query 2: Closed will raised another
(UTC-05:00) Eastern Time Eﬁ;' © query
(US & Canada)
Nov-07-2020 02:17:03 ACVOPFEINFPG000 |(b) (4), (b) Query 2: Opened ‘Sample Collected? is
(UTC-05:00) Eastern Time (6) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-06-2020 19:09:32 ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-06-2020 19:03:59 ACVOPFEINFP6E000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-06-2020 18:58:02 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-06-2020 18:58:02 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES
(US & Canada) Date of Collection:
Nov/6/2020
’ 4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
’ Date L ocation User Value Reason
Nov-09-2020 16:13:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), captured at convalescent visit of same
(US & Canada) (b) (6) date
[5a
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date L ocation |User |VaJue Reason
Nov-06-2020 19:09:02 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) 4) Sample |D: BREXWC Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:04:26 ACVOPFEINFP6000 |Alex Hill |DataEntry: Transcription Error
(UTC-05:00) Eastern Time (b) (4 Sample |D: BR6XWC
(US & Canada)
Nov-06-2020 19:03:59 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample |D: BR6XWCZ
(US & Canada)
’ 5.aSample|D
’Date L ocation ‘User |VaJue Reason
Nov-06-2020 19:09:02 ACVOPFEINFPE000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) BReXWC Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:04:26 ACVOPFEINFP6000 |auto query |Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-06-2020 19:04:26 ACVOPFEINFP6000 | Alex Hill Data Entry: Transcription Error
(UTC-05:00) Eastern Time (b) (4) BR6XWC
(US & Canada)
Nov-06-2020 19:03:59 ACVOPFEINFP6000 |auto query | Query 1: Opened Barcode is not 6
(UTC-05:00) Eastern Time (autoquery) charactersin length.
(US & Canada) Please review and
correct as appropriate.
Nov-06-2020 19:03:59 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BR6XWCZ
(US & Canada)
50
’Date L ocation |User |VaJue Reason
Nov-06-2020 19:09:09 ACVOPFEINFPE000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) Sample |D: BR&XWD Convalescent visit.
(US & Canada) See Convalescent visit
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

done 06NOV 2020 for
Serum collected at this
visit. (DELETED)

Nov-06-2020 19:04:40 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample | D: BR6XWD
(US & Canada)
’ 5.b Sample D
’Date L ocation |User |VaJue Reason
Nov-06-2020 19:09:09 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) BReXWDB Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:04:40 ACVOPFEINFPE000 | Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BR6XWD
(US & Canada)
[sc
|Date L ocation |User |Value Reason
Nov-06-2020 19:09:19 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) Sample | D: BREXWE Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:04:50 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample ID: BR6XWF
(US & Canada)
’ 5.c Sample 1D
’Date L ocation |User |VaJue Reason
Nov-06-2020 19:09:19 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) BReXWFE Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:04:50 ACVOPFEINFP6000 | Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BR6XWF
(US & Canada)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

B

’Date L ocation |User |VaJue Reason

Nov-06-2020 19:09:26 ACVOPFEINFPE000 | Alex Hill Data Entry: Visit combined with

(UTC-05:00) Eastern Time (b) (4) Sample | D: BMPROM Convalescent visit.

(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)

Nov-06-2020 19:05:12 ACVOPFEINFP6000 | Alex Hill | Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (4) Sample |D: BMPPOM

(US & Canada)

| 5.d Sample D

|Date L ocation |User |VaJue Reason

Nov-06-2020 19:09:26 ACVOPFEINFP6000 |Alex Hill | DataEntry: Visit combined with

(UTC-05:00) Eastern Time (b) (4) BMPROM Convalescent visit.

(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)

Nov-06-2020 19:05:12 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (b) (4) BMPPOM

(US & Canada)

’ S.e

’Date L ocation |User |VaJue Reason

Nov-06-2020 19:09:32 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with

(UTC-05:00) Eastern Time (b) (4) Sample |D: BMPRON Convalescent visit.

(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)

Nov-06-2020 19:05:20 ACVOPFEINFP6E000 |Alex Hill |Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (4 Sample |D: BMPPON

(US & Canada)
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Visit: V3_ MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 5.eSample D
’Date L ocation |User |VaJue Reason
Nov-06-2020 19:09:32 ACVOPFEINFP6000 | Alex Hill Data Entry: Visit combined with
(UTC-05:00) Eastern Time (b) (4) BMPRON Convalescent visit.
(US & Canada) See Convalescent visit
done 06NOV 2020 for
Serum collected at this
visit. (DELETED)
Nov-06-2020 19:05:20 ACVOPFEINFP6000 | Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BMPPON
(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit
’ Date L ocation User Value Reason
Nov-25-2020 06:04:38 ACVOPFEINFP6000 | (0) (4). Query 5: Deleted Query isinvalid or
(UTC-05:00) Eastern Time ®)®) does not apply
(US & Canada)
Nov-25-2020 04:44:56 ACVOPFEINFP6000 |(b) (4), Query 3: Deleted Query isinvalid or
(UTC-05:00) Eastern Time ®)(®) does not apply
(US & Canada)
Nov-24-2020 10:05:08 ACVOPFEINFP6000 | auto query Query 5: Candidate Date of Visitis
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Nov-24-2020 10:05:08 ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Nov-24-2020 10:04:22 ACVOPFEINFP6000 | auto query Query 4: Candidate Date of Visitis
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.
Nov-24-2020 10:02:28 ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visitis
(UTC-05:00) Eastern Time (autoquery) marked, but date of
(US & Canada) visit isentered. Please
check whether other
assessments are
performed at this
visit.
Oct-21-2020 04:41:07 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Deleted Per update
(UTC-05:00) Eastern Time (6)
(US & Canada)
Oct-20-2020 14:58:49 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis
(UTC-05:00) Eastern Time (autoquery) completed but Date of
(US & Canada) Collection in both
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-16-2020 05:33:19
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

(b) (4), (b) Query 1: Reissued:Opened DM: Both Nasal

(6) Swab Self and Nasal
Swab are marked as
'Not done'. If no
sample was collected,
select Sample
collected as“No” and
provide reason why
sample was not
collected at protocol-
specified timepoint in
the space provided.
Kindly review and
update.

Oct-15-2020 09:06:07
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

(b) (4), (b) Query 1: Answered Origina valueis
(6) correct

Oct-15-2020 01:43:26
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

(b) (4), Query 1: Opened Date of Visitis

®)(®) completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-14-2020 13:24:20
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-14-2020 13:23:12
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Date of Visitis
completed but Date of
Assessment in the
Signs and Symptoms
formis missing.
Please review and
update as appropriate.

auto query
(autoquery)

Query 2: Candidate

Oct-14-2020 13:23:12
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Date of Visitis
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are

auto query
(autoquery)

Query 1: Candidate
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

missing. Please
review and update as
appropriate.
Oct-14-2020 13:23:12 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) Sep/18/2020
(US & Canada)
’ 2. Erroneous Visit
’ Date L ocation | User ’ Value Reason
Nov-24-2020 10:02:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), ERRONEOUSVISIT
(US & Canada) (b) (6)
|3.COVID-19 lIness Visit:
| Date L ocation User Value Reason
Oct-16-2020 15:54:11 ACVOPFEINFP6000 |(b) Query 1: Closed Closed per CRF CRs.
(UTC-05:00) Eastern Time (4),
(US & Canada) (b)
(6)
Oct-15-2020 20:10:39 ACVOPFEINFPG000 |(b) Query 1: Reissued:Opened Clinical Query: Visits
(UTC-05:00) Eastern Time (4), must be chronological
(US & Canada) (b) according to DOV.
(6) Please change to
COVID_A.
Oct-15-2020 16:58:24 ACVOPFEINFP6000 |(b) Query 1. Answered please advise if data
(UTC-05:00) Eastern Time (4), needs to be changed.
(US & Canada) (b) (6) Please note, no swab
taken for 18Sep2020
Oct-15-2020 14:47:37 ACVOPFEINFPG000 |(b) Query 1: Opened Clinical Query: As
(UTC-05:00) Eastern Time (4), thisvisit occurred on
(US & Canada) (b) 18Sep2020 it should
(6) be COVID_A asit
was prior to the next
visit which occurred
on 020ct2020.
Oct-14-2020 13:23:12 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) coviD_B
(US & Canada)
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Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Sep/18/2020 Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

’ 1. Date of Assessment:

’ Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/18/2020

(US & Canada) (b) (6)

| 2. Date of First Symptom Started:

| Date L ocation | User | Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/17/2020

(US & Canada) (b) (6)

| 3. Symptoms Ongoing?

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) Not Applicable

(US & Canada)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-05:00) Eastern Time (6)

(US & Canada)

Nov-10-2020 09:49:28 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Convalescent visit
(UTC-05:00) Eastern Time (6) entered

(US & Canada)

Nov-10-2020 03:29:57 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Candidate Issue added in DM
(UTC-05:00) Eastern Time (b) (6) ops tracker.
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 16:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

Nov-09-2020 16:24:34 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered complete

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

(US & Canada)

Nov-05-2020 01:09:05 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened DM2: Thank you for

(UTC-05:00) Eastern Time (6) response. Please

(US & Canada) confirm if
convalescent visit
scheduled again for
this subject.

Nov-04-2020 14:17:16 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered Ignore previous

(UTC-05:00) Eastern Time (6) response,

(US & Canada) convalescent visit
scheduled 3Nov2020,
subject no show

Nov-03-2020 02:22:54 ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened DM1: Thank you for

(UTC-05:00) Eastern Time (b) (6) response. Kindly

(US & Canada) review if
Convalescent Visit
has occurred. If yes
then enter datain
CRF as needed. Else
clarify in query
response.

Nov-02-2020 09:55:06 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered Convalescent visit not

(UTC-05:00) Eastern Time (6) completed asit has

(US & Canada) not been 28-35 days
since potential covid
illness visit. Subject
reported symptoms
had already resolved
prior to convalescent
visit.

Oct-31-2020 14:08:06 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Subject has

(UTC-05:00) Eastern Time (6) completed illness

(US & Canada) Visit and symptoms
areresolved, however
corresponding
Convalescent Visit
not yet initiated.
Please review and
update as appropriate.
Thank you.

Oct-14-2020 13:24:20 ACVOPFEINFP6000 | (b) (4). (b) (6) Data Entry: Initial Entry
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Sep/18/2020

Form Version: 10-Oct-2020 16:02
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Subject No: 11291183
Generated By: (b) (4)
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Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

(UTC-05:00) Eastern Time

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

NO

(US & Canada) Date of Last Symptom Resolved:
Sep/19/2020

[4a

’ Date L ocation | User | Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: FEVER
(US & Canada) (b) (6) Symptom Present: Not Applicable
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: FEVER
(US & Canada) (b) (6) Symptom Present:

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4)’ Symptoms: FEVER
(US & Canada) (b) (6) Symptom Present: NO

’ 4.a Symptoms:

’Date L ocation ‘User |Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FEVER
(US & Canada) (b) (6)

| 4.a Was symptom present?

’ Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|ab

|Date |Location |User |Value |Reason
Nov-24-2020 10:03:22 ACVOPFEINFPE000 |®@:-®®© Data Entry: Initial Entry
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Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Sep/18/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

(UTC-05:00) Eastern Time Egg Symptoms. NEW OR INCREASE
(US & Canada) b (&) D COUGH
Symptom Pr Not Applicable
esent:
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: NEW OR INCREASE
(US & Canada) (b) (6) D COUGH
Symptom Pr
esent:
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW OR INCREASE
(US & Canada) (b) (6) D COUGH
Symptom Pr NO
esent:
| 4.b Symptoms:
| Date L ocation User Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED COUGH
(US & Canada) (b) (6)
’ 4.b Was symptom present?
| Date L ocation | User | Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
’ 4.c
’ Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptom NEW OR INCREASED
(US & Canada) (b) (6) s SHORTNESS OF BREA
TH
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/18/2020

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Symptom Not Applicable
Present:
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptom NEW OR INCREASED
(US & Canada) (b) (6) s: SHORTNESS OF BREA
TH
Symptom
Present:
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptom NEW OR INCREASED
(US & Canada) (b) (6) s: SHORTNESS OF BREA
TH
Symptom NO
Present:

| 4.c Symptoms:

| Date L ocation | User | Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SHORTNES
(US & Canada) (b) (6) S OF BREATH

’ 4.c Was symptom present?

’ Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|ad

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: CHILLS
(US & Canada) (b) (6) Symptom Present: Not Applicable
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |®®:®® Data Entry: New Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Sep/18/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
(UTC-05:00) Eastern Time () (@), Symptoms: CHILLS
(US & Canada) e
Symptom Present:
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: CHILLS
(US & Canada) (b) (6) Symptom Present: NO

’ 4.d Symptoms:

’Date L ocation ‘User |Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CHILLS
(US & Canada) (b) (6)

| 4.d Was symptom present?

| Date L ocation | User | Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

[4e

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: NEW OR INCREASED
(US & Canada) (b) (6) MUSCLE PAIN

Symptom Not Applicable

Present:
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: NEW OR INCREASED
(US & Canada) (b) (6) MUSCLE PAIN

Symptom

Present:
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: NEW OR INCREASED
(US & Canada) (b) (6) MUSCLE PAIN
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Sep/18/2020

Form Version: 10-Oct-2020 16:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Symptom YES
Present:
| 4.e Symptoms:
| Date | L ocation | User | Value | Reason
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED MUSCLE P
(US & Canada) (b) (6) AIN
’ 4.e Was symptom present?
| Date L ocation | User | Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)
|af
’Date L ocation |User |Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW LOSS OF TAST
(US & Canada) (b) (6) E OR SMELL
Symptom P Not Applicable
resent:
Nov-24-2020 10:02:52 ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: NEW LOSS OF TAST
(US & Canada) (b) (6) E OR SMELL
Symptom P
resent:
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW LOSS OF TAST
(US & Canada) (b) (6) E OR SMELL
Symptom P NO
resent:
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Sep/18/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 4.f Symptoms:

’ Date L ocation User Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b) (6)

| 4.f Was symptom present?

|Date L ocation |User |Va|ue Reason
Nov-24-2020 10:03:22 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

lag

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), symptoms NEW OR INCREASED
(US& Canada) (b) (6) SORE THROAT

Symptom Not Applicable

Present:
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), s/mptoms NEW OR INCREASED
(US& Canada) (b) (6) : SORE THROAT

Symptom

Present:
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms NEW OR INCREASED
(US& Canada) (b) (6) ; SORE THROAT

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 16:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 4.9 Symptoms:

’ Date L ocation User Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SORE THR
(US & Canada) (b) (6) OAT

| 4.9 Was symptom present?

|Date L ocation |User |Va|ue Reason
Nov-24-2020 10:03:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|ah

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US & Canada) (b) (6) Symptom Present: Not Applicable
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Sep/18/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form

|ah

| Date L ocation | User ’ Value Reason
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US & Canada) (b) (6) Symptom Present:

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US & Canada) (b) (6) Symptom Present: NO

| 4.h Symptoms:

| Date L ocation | User | Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), DIARRHEA
(US & Canada) (b) (6)

’ 4.h Was symptom present?

’ Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|ai

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: VOMITING
(US& Canada) (b) (6) Symptom Present: Not Applicable
Nov-24-2020 10:02:52 ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Symptoms: VOMITING
(US & Canada) (b) (6) Symptom Present:
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Header Text: c4591001

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Sep/18/2020 Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: VOMITING
(US & Canada) (b) (6) Symptom Present: NO

|4.i Symptoms:

| Date L ocation | User | Value Reason
Oct-14-2020 13:24:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), VOMITING
(US & Canada) (b) (6)

’ 4.i Was symptom present?

| Date L ocation User Value Reason
Nov-24-2020 10:03:22 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)
Nov-24-2020 10:02:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:24:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

e
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/18/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Actual Date of Collection:

’ Date L ocation User Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

’ 2. Specimen Type:

’ Date L ocation User Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

’ 3. Specimen Collection Location:

’ Date L ocation | User | Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 4. Assay Code and Description:

| Date L ocation User Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

5. Device Type:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 06-Jul-2020 21:54

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Date L ocation User Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

’ 6. Trade Name:

’ Date L ocation | User | Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 7. Test Result:

| Date L ocation | User | Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 8. Comments/Findings/Details:

| Date L ocation | User | Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)

| 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Nov-24-2020 10:03:44 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern Time ®)(®) Not Applicable
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Header Text: c4591001

Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Sep/18/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada) (b) (4), () (6)
Oct-14-2020 13:24:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: 4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin
’ Date L ocation User Value Reason
Nov-24-2020 10:04:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Not Applicable

(US & Canada)

Nov-24-2020 10:04.22 ACVOPFEINFP6000 | auto calc Data Entry: New Information
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 14:58:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) SITE

(US & Canada)

Oct-20-2020 14:58:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

’ 2. Sample Type

’ Date L ocation User Value Reason
Nov-24-2020 10:04:48 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Not Applicable

(US & Canada)

Nov-24-2020 10:04:22 ACVOPFEINFP6000 | auto calc Data Entry: New Information
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 14:58:49 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) NASAL_SWAB_SELF

(US & Canada)

Oct-20-2020 14:58:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

3. Sample Collected?
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Header Text: c4591001

Sep/18/2020

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date L ocation User Value Reason
Nov-24-2020 10:04.48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

Nov-24-2020 10:04:22 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-20-2020 14:58:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

Oct-20-2020 14:58:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

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

’ Date L ocation User Value Reason
Nov-24-2020 10:04.48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:04:34 ACVOPFEINFPG000 |(b) Data Entry: New Information

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

(US & Canada) (b) (6)

Oct-20-2020 14:59:14 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

(US & Canada)

Oct-20-2020 14:59:14 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern Time (4), symptoms resolved 19Sep2020 no sw

(US & Canada) (b) (6) ab required per sub investigator.

Oct-20-2020 14:58:49 ACVOPFEINFP6000 | auto query Query 1: Opened Entered text has either

(UTC-05:00) Eastern Time (autoquery) acarriage return (line

(US & Canada) break) or extra spaces
at the end of the text
or between words.
Please correct by
removing al datain
the field and re-enter
without adding extra
spaces or using enter
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

or tab keys.
Oct-20-2020 14:58:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), symptoms resolved 19Sep2020 no sw
(US & Canada) (b) (6) ab required per sub investigator.
Oct-20-2020 14:58:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:25:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Sep/18/2020 Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Back to Form

’ 1. Data Origin
’ Date L ocation User Value Reason
Nov-24-2020 10:05:33 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Not Applicable

(US & Canada)

Nov-24-2020 10:05:08 ACVOPFEINFP6000 | auto calc Data Entry: New Information
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 14:59:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) SITE

(US & Canada)

Oct-20-2020 14:59:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

’ 2. Sample Type

’ Date L ocation User Value Reason
Nov-24-2020 10:05:33 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) Not Applicable

(US & Canada)

Nov-24-2020 10:05:08 ACVOPFEINFP6000 | auto calc Data Entry: New Information
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-20-2020 14:59:47 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) NASAL_SWAB

(US & Canada)

Oct-20-2020 14:59:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

3. Sample Collected?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Date L ocation User Value Reason
Nov-24-2020 10:05:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable

(US & Canada) (b) (6)

Nov-24-2020 10:05:08 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-20-2020 14:59:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

Oct-20-2020 14:59:29 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done

(US & Canada) (b) (6)

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

’ Date L ocation User Value Reason
Nov-24-2020 10:05:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:05:23 ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-20-2020 14:59:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), symptoms resolved 19Sep2020 no sw
(US & Canada) (b) (6) ab required per sub investigator.
Oct-20-2020 14:59:29 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:25:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Done
(US & Canada) (b) (6)
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Header Text: 4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Sep/18/2020

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ la

’ Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner:  SPECIALI
(US & Canada) (b) (6) ST

Occurrence of Visitsor Not Applic

Contacts: able
Nov-24-2020 10:06:10 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time 4), Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor

Contacts:
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner: ~ SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor NO

Contacts:

| 1l.a Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SPECIALIST
(US & Canada) (b) (6)

’ 1.a Occurrence of Visitsor Contacts:

’ Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:06:10 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
1b
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 15:59
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitioner EMERGENC
(US & Canada) (b) (6) : Y ROOM

Occurrence of Visits Not Applicabl

or Contacts: e
Nov-24-2020 10:06:32 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Type of Practitioner EMERGENC
(US & Canada) (b) (6) : Y ROOM

Occurrence of Visits

or Contacts:
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitioner EMERGENC
(US & Canada) (b) (6) : Y ROOM

Occurrence of Visits NO

or Contacts:

| 1.b Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), EMERGENCY ROOM
(US & Canada) (b) (6)

’ 1.b Occurrence of Visits or Contacts:

’Date L ocation |User |Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:06:32 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

’ 1lc

’ Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time

(b) (6)

Typeof Practitio PRIMARY CAR
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 15:59

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

(US & Canada) ®@).®)6) | ner: E PHYSICIAN
Occurrenceof Vi Not Applicable
sitsor Contacts:
Nov-24-2020 10:06:43 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Typeof Practitio PRIMARY CAR
(US & Canada) (b) (6) ner: E PHYSICIAN
Occurrence of Vi
sitsor Contacts:
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitio PRIMARY CAR
(US & Canada) (b) (6) ner: E PHYSICIAN
Occurrenceof Vi NO
sitsor Contacts:

’ 1.c Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), PRIMARY CARE PHYSICIAN
(US & Canada) (b) (6)

| 1.c Occurrence of Visitsor Contacts:

|Date L ocation |User |Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:06:43 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|1

| Date L ocation | User | Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), Typeof Practitioner: URGENT
(US & Canada) (b) (6) CARE

Occurrenceof Visitso Not Applic
r Contacts: able
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 15:59

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Nov-24-2020 10:06:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Typeof Practitioner: URGENT
(US & Canada) (b) (6) CARE

Occurrence of Visitso

r Contacts:
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner: URGENT
(US & Canada) (b) (6) CARE

Occurrence of Visitso NO

r Contacts:

’ 1.d Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), URGENT CARE
(US & Canada) (b) (6)

| 1.d Occurrence of Visits or Contacts:

|Date L ocation |User |Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:06:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

e

| Date L ocation | User | Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitio TELEPHONE C
(US & Canada) (b) (6) ner: ONSULTATION

Occurrenceof Vi Not Applicable
sitsor Contacts:

Nov-24-2020 10:07:00 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Type of Practitio TELEPHONE C
(US & Canada) (b) (6) ner: ONSULTATION
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 15:59

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Occurrence of Vi
sitsor Contacts:

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitio TELEPHONE C
(US & Canada) (b) (6) ner: ONSULTATION

Occurrenceof Vi NO

sitsor Contacts:

’ 1.e Physician or Healthcare Professional:

|Date L ocation |User |VaJue Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), TELEPHONE CONSULTATION
(US & Canada) (b) (6)

’ 1.e Occurrence of Visits or Contacts:

’ Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:07:00 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

1t

| Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner:  OTHER
(US & Canada) (b) (6) Occurrenceof Visitsor Not Applic

Contacts: able
Nov-24-2020 10:07:09 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4), Type of Practitioner: OTHE
(US & Canada) (b) (6) R

Occurrenceof Visitsor Co

ntacts:
Oct-14-2020 13:25:49 ACVOPFEINFP6000 Egg ). () Data Entry: Initial Entry
(UTC-05:00) Eastern Time Type of Practitioner: OTHE
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Sep/18/2020

Form Version: 10-Oct-2020 15:59

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada) (b) (4), (b) (6) R
Occurrenceof Visitsor Co NO
ntacts:

’ 1.f Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)

| 1.f Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:07:09 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

’ 2. Other Type of Practitioner Specify:

’ Date L ocation | User | Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

| 3. Hasthe subject been hospitalized due to potential COVID-19 ilIness?

’ Date L ocation User Value Reason
Nov-24-2020 10:07:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:07:22 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:25:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: 4591001

Sep/18/2020

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit on

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Category of Clinical Event:

’Date L ocation | User ‘Va]ue Reason
Nov-24-2020 10:08:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | Not Applicable
(US & Canada)

Nov-24-2020 10:07:59 ACVOPFEINFP6000 |autocalc |DataEntry: New Information
(UTC-05:00) Eastern Time (autocalc)

(US & Canada)

Oct-14-2020 13:26:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | POTENTIAL COVID-19 ILLNESS

(US & Canada)

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

|Date L ocation | User |Value Reason
Nov-24-2020 10:08:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:07:59 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),

(US & Canada) (b) (6)

Oct-14-2020 13:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

| 3. Toxicity Grade:

| Date L ocation User Value Reason
Nov-24-2020 10:08:26 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Not Applicable
(US & Canada) (b) (6)

Nov-24-2020 10:08:11 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-14-2020 13:26:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit
’ Date L ocation User Value Reason
Oct-15-2020 02:50:50 ACVOPFEINFPG000 |(b) (4), Query 5: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Oct-14-2020 13:48:55 ACVOPFEINFPG000 |(b) Query 5: Answered Changed data per
(UTC-05:00) Eastern Time 4), query
(US & Canada) (b) (6)
Oct-09-2020 08:39:14 ACVOPFEINFP6000 |(b) (4), Query 3: Closed requery for illness
(UTC-05:00) Eastern Time (b) (6) detail present
(US & Canada)
Oct-09-2020 08:38:25 ACVOPFEINFP6000 |(b) (4), Query 4: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Oct-08-2020 01:30:03 ACVOPFEINFPG000 |(b) (4), (b) |Query 5: Opened DM: Kindly consider

(UTC-05:00) Eastern Time

(6) to update details on

(US & Canada) ILL POTEN form or
else clarify. Thank
you.

Oct-07-2020 17:30:48 ACVOPFEINFPG000 |(b) Query 4: Answered Changed data per

(UTC-05:00) Eastern Time 4), query

(US & Canada) (b) (6)

Oct-07-2020 17:29:18 ACVOPFEINFP6000 |(b) Query 3: Answered Changed data per

(UTC-05:00) Eastern Time 4), query

(US & Canada) (b) (6)

Oct-07-2020 17:23:24 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

(US & Canada)

Oct-07-2020 11:10:05 ACVOPFEINFP6000 |(b) (4), Query 4: Opened HOLDS: Nasal Self

(UTC-05:00) Eastern Time (b) (6) Swab barcode

(US & Canada) CV04725 was
received by the lab for
COVID_A visit.
Please review and
update accordingly or
submit an updated
SCF.

Oct-06-2020 11:50:27 ACVOPFEINFPG000 |(b) (4), Query 3: Opened DM: Kindly review

(UTC-05:00) Eastern Time (b) (6) and complete
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada) (b) (4), (b) (6) ‘Microbiology
Specimen Iliness
Details forms' at this
visit. Thank you.

Oct-06-2020 08:50:06 ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Date of Visit is

(UTC-05:00) Eastern Time (b) (6) completed but Date of

(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate. Thank
you.

Oct-05-2020 11:15:56 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

(US & Canada)

Oct-05-2020 11:13:03 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Oct-05-2020 11:13:03 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Caollection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-05-2020 11:13:03 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time 4), Oct/2/2020

(US & Canada) (b) (6)

|3.COVID-19 lliness Visit
’ Date L ocation User Value Reason

Oct-16-2020 15:53:48 ACVOPFEINFP6000 |(b) Query 1: Closed Closed per CRF CRs.

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

(US & Canada) (b)

(6)
Oct-15-2020 20:11:00 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Clinical Query: Visits
(UTC-05:00) Eastern Time ®) 6) must be chronological
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada) (b) (4), according to DOV.
(b) (6) Please change to
COVID_B.
Oct-15-2020 17:06:16 ACVOPFEINFPG000 |(b) Query 1: Answered Please adviseif data
(UTC-05:00) Eastern Time 4), needs to be changed,
(US & Canada) (b) (6) note visit 18Sep2020
had not swabs taken
Oct-15-2020 14:49:42 ACVOPFEINFPG000 |(b) Query 1: Opened Clinical Query: As
(UTC-05:00) Eastern Time (4), thisvisit occurred on
(US & Canada) (b) 020c¢t2020 it should
(6) be COVID_B asit
was after the other
visit which occurred
on 18Sep2020.
Oct-05-2020 11:13:03 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) COVID_A
(US & Canada)
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:55

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date of Assessment:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b) (6)

| 2. Date of First Symptom Started:

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/28/2020
(US & Canada) (b) (6)

’ 3. Symptoms Ongoing?

’ Date L ocation User Value Reason
Dec-07-2020 14:03:11 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-05:00) Eastern Time (b) (6) NO

(US & Canada) Date of Last Symptom Resolved:
Oct/3/2020

Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 4.a

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: FEVER
(US & Canada) (b) (6) Symptom Present: NO

| 4.a Symptoms:

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), FEVER
(US & Canada) (b) (6)

’ 4.a Was symptom present?

| Date L ocation User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Oct/02/2020 Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

|ab

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW OR INCREASE
(US & Canada) (b) (6) D COUGH

Symptom Pr NO
esent:

’ 4.b Symptoms:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED COUGH
(US & Canada) (b) (6)

| 4.b Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

[4c

’Date L ocation ‘User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptom NEW OR INCREASED S
(US& Canada) (b) (6) s HORTNESS OF BREAT

H
Symptom NO
Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/02/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 4.c Symptoms:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SHORTNES
(US & Canada) (b) (6) S OF BREATH

| 4.c Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|ad

’Date L ocation |User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: CHILLS
(US & Canada) (b) (6) Symptom Present: YES

’ 4.d Symptoms:

’Date L ocation |User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), CHILLS
(US & Canada) (b) (6)

| 4.d Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

[4e

|Date L ocation |User |VaJue Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW OR INCREASED
(US & Canada) (b) (6) MUSCLE PAIN

Symptom YES
Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Oct/02/2020

Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 4.e Symptoms:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED MUSCLE P
(US & Canada) (b) (6) AIN

| 4.e Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

|af

’Date L ocation |User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms. NEW LOSS OF TAST
(US & Canada) (b) (6) E OR SMELL

Symptom P YES
resent:

| 4.f Symptoms:

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW LOSS OF TASTE OR SMELL
(US & Canada) (b) (6)

’ 4.f Was symptom present?

’Date L ocation |User |VaJue Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 49

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: NEW OR INCREASED
(US & Canada) (b) (6) SORE THROAT

Symptom NO
Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/02/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 4.9 Symptoms:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEW OR INCREASED SORE THR
(US & Canada) (b) (6) OAT

| 4.9 Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

|ah

’Date L ocation |User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: DIARRHEA
(US & Canada) (b) (6) Symptom Present: NO

’ 4.h Symptoms:

’Date L ocation |User |Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), DIARRHEA
(US & Canada) (b) (6)

| 4.h Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

i

|Date L ocation |User |VaJue Reason
Oct-05-2020 11:15:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms: VOMITING
(US & Canada) (b) (6) Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Oct/02/2020 Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

’ 4.i Symptoms:

’ Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), VOMITING
(US & Canada) (b) (6)

| 4.i Was symptom present?

| Date L ocation User Value Reason
Oct-05-2020 11:15:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

’ 5a

’Date L ocation |User |Value Reason
Oct-15-2020 18:14:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms - Other: nausea
(US & Canada) (b) (6)

| 5.a Symptoms - Other Text:

| Date L ocation User Value Reason
Oct-15-2020 18:14:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), nausea
(US & Canada) (b) (6)

50

| Date L ocation | User | Value Reason
Oct-15-2020 18:15:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms - Other: headache
(US & Canada) (b) (6)

’ 5.b Symptoms - Other Text:

’ Date L ocation User Value Reason
Oct-15-2020 18:15:19 ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), headache
(US & Canada) (b) (6)

[sc

| Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Oct/02/2020 Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Oct-15-2020 18:15:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Symptoms- Oth abdominal discom

(US & Canada) (b) (6) er: fort

| 5.c Symptoms - Other Text:

| Date L ocation User Value Reason
Oct-15-2020 18:15:55 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), abdominal discomfort
(US & Canada) (b) (6)
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Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - Audit Trail
Oct/02/2020

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time 4),
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Oct/02/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Actual Date of Collection:

’ Date L ocation User Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/2/2020
(US & Canada) (b) (6)

| 2. Specimen Type:

| Date L ocation User Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SWABBED MATERIAL

(US & Canada) (b) (6)

’ 3. Specimen Collection Location:

’ Date L ocation User Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NASOPHARYNX
(US & Canada) (b) (6)

| 4. Assay Code and Description:

| Date L ocation | User | Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFPE000 |autocac |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
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |autocac |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
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)
’ 7. Test Result:
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Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ Date L ocation User Value Reason
Oct-07-2020 17:27:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NEGATIVE
(US & Canada) (b) (6)

| 9. Trade Name Other, Specify:

| Date L ocation User Value Reason
Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Close | Response
12:40:55 (6) d satisfies query
(UTC-05:00)

Eastern Time

(US & Canada)

Oct-19-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription

11:00:51 (autoquery) ered Error

(UTC-05:00)

Eastern Time

(US & Canada)

Oct-19-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Transcription

11:00:51 (6) NALT Unkno | Error

(UTC-05:00) wn

Eastern Time

(US & Canada)

Oct-16-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Reiss | DM : Per CRF

05:26:17 (6) ued:Opened CR Section

(UTC-05:00) 8.31.7, please

Eastern Time indicate whether

(US & Canada) the test was
conducted in a
CLIA- certified
laboratory by
including the
text ‘CLIA-
certified lab’ in
the required field
or If the Trade
Nameis not
known, enter
“NALT
Unknown”.

Oct-14-2020 ACVOPFEINFP6000 (b) (4), (b) Query 1: Answ | per source "this

13:48:42 (6) ered assay has been

(UTC-05:00) approved by the

Eastern Time US Food and

(US & Canada) Drug
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Administration
for use under the
Emergency Use
Authorization"

Oct-08-2020
07:13:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFE SDQ PROD
(b) (4)

Query 1: Open
ed

avecinamedical
is not indicated
onthe
FDA-cleared
(including
Emergency Use
Authorization)
diagnostic list
and is not
indicated as
'CLIA-certified
lab' or '1SO
15189 accredited
lab' . Please
verify and
update as
appropriate.
Otherwise,
please provide
clarification.

(b) (4)

Oct-07-2020
17:27:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACVOPFEINFP6000

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

Data Entry:
AvecinaMedic

a

Initial Entry
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User ‘ Value Reason
Oct-07-2020 17:23:24 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Oct-07-2020 17:23:24 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB_SELF
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Oct-07-2020 17:23:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-07-2020 17:23:24 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Oct-07-2020 17:23:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Oct/2/2020

’ 5a
’ Date L ocation User Value Reason
Oct-07-2020 17:23:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: CV04725
(US & Canada) (b) (6)
| 5.aSample|D
|Date |Location |User |Value |Reason
Oct-07-2020 17:23:43 ‘ ACVOPFEINFPG000 |®@-®)® Data Entry: Initial Entry
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Header Text: c4591001

Oct/02/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

(b)
4),
(h) (RY

Cv04725

*** Confidential***
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Header Text: 4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Oct/02/2020 Trail History

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin
’ Date L ocation | User | Value Reason
Oct-07-2020 17:24:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE

(US & Canada)
| 2. Sample Type
| Date L ocation | User | Value Reason
Oct-07-2020 17:24:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB

(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Oct-07-2020 17:24:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Oct-07-2020 17:24:15 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), self swab completed
(US & Canada) (b) (6)
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Header Text: 4591001

Oct/02/2020

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ la

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner:  SPECIAL
(US & Canada) (b) (6) IST

Occurrenceof Visitsor NO
Contacts:

| 1l.a Physician or Healthcare Professional:

| Date L ocation | User | Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), SPECIALIST
(US & Canada) (b) (6)

’ 1.a Occurrence of Visitsor Contacts:

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 1b

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Type of Practitioner EMERGENC
(US & Canada) (b) (6) : Y ROOM

Occurrence of Visits NO
or Contacts:

*** Confidential***

Page 321 of 407

FDA-CBER-2021-5683-0803593




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visiton Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 1.b Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)

EMERGENCY ROOM

| 1.b Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

I

’Date L ocation |User |Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practition PRIMARY CAR

(US& Canada) (b) (6) er: E PHYSICIAN

Occurrence of Vis NO
itsor Contacts:

| 1.c Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)

PRIMARY CARE PHYSICIAN

’ 1.c Occurrence of Visits or Contacts:

’Date L ocation |User |VaJue Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 1d

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitioner: URGENT
(US & Canada) (b) (6) CARE

Occurrence of Visitsor NO
Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/02/2020

Form Version: 15-Sep-2020 21:53
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 1.d Physician or Healthcare Professional:

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), URGENT CARE
(US & Canada) (b) (6)

| 1.d Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

[1e

’Date L ocation |User |Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitio TELEPHONE C
(US & Canada) (b) (6) ner: ONSULTATION

Occurrenceof Vi NO
sitsor Contacts:

| 1.e Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), TELEPHONE CONSULTATION
(US & Canada) (b) (6)

’ 1.e Occurrence of Visits or Contacts:

’Date L ocation |User |VaJue Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 1f

’ Date L ocation User Value Reason
Oct-05-2020 11:22:18 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4), Type of Practitioner: OTHE
(US & Canada) (b) (6) R

Occurrenceof Visitsor Co NO
ntacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on

Oct/02/2020

Form Version: 15-Sep-2020 21:53

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Typeof Practitio OTHER
(US & Canada) (b) (6) ner:
Occurrenceof Vi YES
sitsor Contacts:  Number of Misit
sor Contacts:
1

| 1.f Physician or Healthcare Professional:

| Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), OTHER
(US & Canada) (b) (6)

’ 1.f Occurrence of Visits or Contacts:

| Date L ocation User Value Reason
Oct-05-2020 11:22:18 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Oct-05-2020 11:22:18 ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
Oct-05-2020 11:19:28 ACVOPFEINFP6000 | auto query Query 1: Opened “Other” is selected ,
(UTC-05:00) Eastern Time (autoquery) however other specific
(US & Canada) item isblank. Please
review and update as
appropriate.
Oct-05-2020 11:19:28 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), YES
(US & Canada) (b) (6) Number of Visits or Contacts:
1

| 3. Hasthe subject been hospitalized due to potential COVID-19 ilIness?

’ Date L ocation User Value Reason
Oct-05-2020 11:19:28 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: 4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit on
Oct/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1129

Subject No: 11291183
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Category of Clinical Event:

’ Date L ocation | User ‘ Value Reason
Oct-14-2020 13:47:33 ACVOPFEINFP6000 |autocac |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
Oct-19-2020 13:56:43 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b)

(6)
Oct-19-2020 11:01:54 ACVOPFEINFPG000 |(b) Query 1: Answered confirmed
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Oct-15-2020 17:53:51 ACVOPFEINFP6000 |(b) Query 1: Opened Clinical Query: Please
(UTC-05:00) Eastern Time (4), confirm symptoms of
(US & Canada) (b) gastroenteritis were
(6) recorded on SOD
CRF.
Oct-14-2020 13:47:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Respiratory Iliness Diagnosis:
Gastroenteritis
Date of Diagnosis:
Oct/6/2020

| 3. Toxicity Grade:

’ Date L ocation User Value Reason
Oct-14-2020 13:47:33 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Dec/08/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit
’Date L ocation |User |Value Reason
Feb-10-2021 06:30:24 ACVOPFEINFP6000 |(b) (4), (b) Query 4: Closed Closed per SITE
(UTC-05:00) Eastern Time (6) response, added to PD
(US & Canada) tracker for Clinical
Review
Feb-08-2021 17:52:10 ACVOPFEINFP6000 | Alex Hill Query 4: Answered Please use blood
(UTC-05:00) Eastern Time (b) (4) sample collected
(US & Canada) 25JAN2021 for
Convalescent Illness
visit data
Feb-04-2021 05:32:28 ACVOPFEINFPG000 |(b) (4), (b) Query 4: Opened PDQ: Convalescent

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

(6) visit ismissing and
35+ days (58) have
passed since COVID
IlIness Visit. If visit
occurred record the
data as amatching
CONVA visit; if the
visit did not occur

attempt to schedule
the visit and obtain
the CONVA sample
else clarify.

Dec-17-2020 00:23:45 ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies

(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Dec-16-2020 13:07:21 ACVOPFEINFPG000 |(b) (4), Query 3: Answered Original valueis

(UTC-05:00) Eastern Time (b) (6) correct

(US & Canada)

Dec-16-2020 03:45:07 ACVOPFEINFP6000 |(b) (4), Query 3: Opened DM: Date of Visitis

(UTC-05:00) Eastern Time (b) (6) completed but Nasal

(US & Canada) Swab (SWAB PFE)
CRFisnot initiated.
Please review and
update the data as
appropriate. Thanks

Dec-15-2020 13:51:54 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

(US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Dec/08/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Dec-15-2020 13:50:51 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

(US & Canada)

Dec-15-2020 13:49:08 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Assessment in the
Signs and Symptoms
formis missing.
Please review and
update as appropriate.

Dec-15-2020 13:49:08 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern Time (autoquery) completed but Date of

(US & Canada) Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Dec-15-2020 13:49:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-05:00) Eastern Time (b) (6) Dec/8/2020

(US & Canada)

|3.COVID-19 lIness Visit:
’ Date L ocation | User | Value Reason

Dec-15-2020 13:49:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) |COVID_C

(US & Canada)
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Header Text: 4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Dec/08/2020

Form Version: 10-Dec-2020 02:29

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History

Form Status: Data Complete
Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date of Assessment:

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Dec/8/2020
(US & Canada)

| 2. Date of First Symptom Started:

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Dec/6/2020
(US & Canada)

’ 3. Symptoms Ongoing?

’ Date L ocation User Value Reason
Feb-19-2021 16:09:27 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Eﬁ;’(e) query
(US & Canada)

Feb-19-2021 12:33:25 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Feb-19-2021 12:33:25 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-05:00) Eastern Time (6) NO
(US & Canada) Date of Last Symptom Resolved:
Dec/27/2020
Feb-19-2021 05:44:10 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened DM: Thank you for
(UTC-05:00) Eastern Time (b) (6) response. Please
(US & Canada) update once the
information is
available.
Feb-18-2021 17:23:15 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Answered confirmed symptoms
(UTC-05:00) Eastern Time (6) resolved by
(US & Canada) 25Jan2021, contacting
patient for exact date
of resolution.
Feb-12-2021 05:40:30 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened 60 days have passed
(UTC-05:00) Eastern Time (6) since the Date of First
(US & Canada) Symptom Started and
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Dec/08/2020

Form Version: 10-Dec-2020 02:29

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Ongoing is YES.
Please confirm if
symptoms are truly
ongoing. Else, please
enter Date of Last
Symptom Resolved.

Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)

[4a

| Date L ocation ‘ User | Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: FEVER
(US & Canada) Symptom Present: NO

| 4.a Symptoms:

|Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) FEVER
(US & Canada)

’ 4.a Was symptom present?

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

|ab

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms. NEW OR INCREASE
(US & Canada) D COUGH

Symptom Pr NO
esent:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on

Dec/08/2020

Form Version: 10-Dec-2020 02:29

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 4.b Symptoms:

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED COUGH
(US & Canada)

| 4.b Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

[4c

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptom NEW OR INCREASED S
(US & Canada) s HORTNESS OF BREAT

H
Symptom NO
Present:

| 4.c Symptoms:

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SHORTNES
(US & Canada) S OF BREATH

’ 4.c Was symptom present?

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

|ad

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: CHILLS

(US & Canada)

Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit on
Dec/08/2020

Form Version: 10-Dec-2020 02:29
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Trail History
Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

’ 4.d Symptoms:

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) CHILLS
(US & Canada)

| 4.d Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

[4e

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: NEW OR INCREASED
(US & Canada) MUSCLE PAIN

Symptom YES
Present:

| 4.e Symptoms:

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED MUSCLE PA
(US & Canada) IN

’ 4.e Was symptom present?

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)

| 4f

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms. NEW LOSS OF TAST
(US& Canada) E OR SMELL

Symptom P NO
resent:
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Dec/08/2020

Form Version: 10-Dec-2020 02:29
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Trail History

Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

’ 4.f Symptoms:

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW LOSS OF TASTE OR SMELL
(US & Canada)

| 4.f Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

’ 49

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: NEW OR INCREASED
(US & Canada) SORE THROAT

Symptom NO
Present:

| 4.9 Symptoms:

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NEW OR INCREASED SORE THR
(US & Canada) OAT

’ 4.9 Was symptom present?

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

| 4h

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: DIARRHEA

(US & Canada)

Symptom Present: NO
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit

Dec/08/2020 Trail History
Form Version: 10-Dec-2020 02:29 Form Status: Data Complete
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

’ 4.h Symptoms:

’ Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) DIARRHEA
(US & Canada)

| 4.h Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

i

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Symptoms: VOMITING
(US & Canada) Symptom Present: NO

’4.i Symptoms:

’Date L ocation ‘User |Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) VOMITING
(US & Canada)

| 4.i Was symptom present?

| Date L ocation User Value Reason
Dec-15-2020 13:50:51 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)
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Header Text: 4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Dec/08/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research

Subject No: 11291183
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin
’ Date L ocation | User ‘ Value Reason
Dec-15-2020 13:51:54 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |SITE

(US & Canada)

| 2. Sample Type

| Date Location | User | Value Reason
Dec-15-2020 13:51:54 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) | NASAL_SWAB_SELF

’ 3. Sample Collected?

’ Date L ocation User Value Reason

Dec-15-2020 13:52:38 ACVOPFEINFPE000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)

Dec-15-2020 13:51:54 ACVOPFEINFPE000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no

(US & Canada) barcodes are entered.

Please review and
correct as appropriate.

Dec-15-2020 13:51:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES

(US & Canada) Date of Collection:

Dec/8/2020

’ 5.a
’ Date L ocation User Value Reason
Dec-15-2020 13:52:38 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample |D: CV17502

(US & Canada)

| 5.aSample|D

|Date |Location ‘User |Value |Reason

‘ Dec-15-2020 13:52:38

‘ACVOPFEINFPGOOO Initial Entry

(b) (4), (b) (6) ‘ Data Entry:
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Header Text: c4591001

Dec/08/2020

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

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

CV17502
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Header Text: 4591001
Visit: POT_COVID_ILL 3- Unscheduled Visiton Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Dec/08/2020 Trail History

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin
’ Date L ocation | User ‘ Value Reason
Dec-16-2020 13:06:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)
| 2. Sample Type
| Date L ocation | User | Value Reason
Dec-16-2020 13:06:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Dec-16-2020 13:06:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

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

| Date L ocation User Value Reason
Dec-16-2020 13:06:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) athough visit conducted in clinic only
(US & Canada) self swab collected during the visit
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Header Text: c4591001

on Nov/06/2020

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

History

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit
’Date L ocation |User |Value Reason
Nov-06-2020 19:05:58 ACVOPFEINFP6000 | Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Nov/6/2020

(US & Canada)
|3.COVID-19 HIness Visit:

| Date L ocation | User | Value Reason
Nov-06-2020 19:05:58 ACVOPFEINFP6000 |Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) COVID_A1l

(US & Canada)
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Header Text: 4591001

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

on Nov/06/2020

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinica Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’Date L ocation | User |Value Reason
Nov-06-2020 19:06:16 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) [SITE
(US & Canada)

| 2. Sample Type

|Date L ocation |User |Value Reason
Nov-06-2020 19:06:16 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

’ 3. Sample Collected?

’Date L ocation |User |VaJue Reason
Nov-06-2020 19:06:32 ACVOPFEINFP6000 |auto query |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Nov-06-2020 19:06:16 ACVOPFEINFP6000 |auto query | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Nov-06-2020 19:06:16 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES
(US & Canada) Date of Collection:
Nov/6/2020

’ 5a

’Date L ocation ‘ User ’Value Reason
Nov-06-2020 19:06:32 ACVOPFEINFPE000 |Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample | D: BR6XWC
(US & Canada)
| 5.aSample|D
|Date |Loca1ion |User |VaJue |Reason
Nov-06-2020 19:06:32 Data Entry: Initial Entry

‘ACVOPFEINFPGOOO ‘Alex Hill
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
on Nov/06/2020 Audit Trail History

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

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

(UTC-05:00) Eastern Time (b) (4) BR6XWC

(US & Canada)

50

| Date | L ocation | User |Value | Reason
Nov-06-2020 19:06:40 ACVOPFEINFP6000 |Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample | D: BR6XWD

(US & Canada)

| 55 Sample D

| Date L ocation | User | Value Reason
Nov-06-2020 19:06:40 ACVOPFEINFP6000 | Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BR6XWD

(US & Canada)

’ 5.c

’ Date L ocation ‘ User ’ Value Reason
Nov-06-2020 19:06:48 ACVOPFEINFP6E000 |Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Sample | D: BREXWF

(US & Canada)

| 5.c Sample D

| Date L ocation | User | Value Reason
Nov-06-2020 19:06:48 ACVOPFEINFPE000 |Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BR6XWF

(US & Canada)

|54

’Date L ocation ‘User ’Value Reason
Nov-06-2020 19:06:59 ACVOPFEINFP6000 | Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4 Sample |D: BMPPOM

(US & Canada)

| 5.d Sample D

|Date L ocation |User |Va|ue Reason
Nov-06-2020 19:06:59 ACVOPFEINFP6000 |Alex Hill | DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BMPPOM
(US & Canada)
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Header Text: c4591001
Visit: POT_COVID_CONVA 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

on Nov/06/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 5.e

’Date L ocation |User |Value Reason
Nov-06-2020 19:07:08 ACVOPFEINFPG000 |Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4 Sample 1D: BMPPON
(US & Canada)

| 5.e Sample 1D

|Date L ocation |User |Value Reason
Nov-06-2020 19:07:08 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) BMPPON
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Oct-15-2020 16:31:50 ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern Time (4), Error
(US & Canada) (b) (6)
Sep-23-2020 14:14:32 ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time 4),
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-12-2020 18:19:36 ACVOPFEINFP6000 | (b) Form Deleted Transcription
(UTC-05:00) Eastern Time (4), Error
(US & Canada) (b) (6)
Nov-10-2020 14:29:49 ACVOPFEINFP6000 | (b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
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Header Text: c4591001

090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
Back to Form
Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time (4),
(US & Canada) (b) (6)
Page 348 of 407

*** Confidential***
FDA-CBER-2021-5683-0803620




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

*** Confidential***

Date L ocation User Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Form Created
(UTC-05:00) Eastern Time (b) (4)
(US & Canada)
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Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Date L ocation User Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 | Alex Hill Form Created
(UTC-05:00) Eastern Time (b) (4)
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |autocac |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
Oct-16-2020 11:38:59 ACVOPFEINFP6000 |Saim Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time Bouguermouh query
(US & Canada) (b) (4)
Oct-15-2020 20:07:42 ACVOPFEINFP6000 |(b) Query 2: Closed Response satisfies
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b)
(6)
Oct-15-2020 16:31:50 ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Oct-15-2020 14:53:00 ACVOPFEINFP6000 |(b) Query 2: Opened Clinical Query: As
(UTC-05:00) Eastern Time (4), muscle pain was
(US & Canada) (b) recorded on SOD
(6) CRF as symptom of

potential COVID it
should not also be

recorded on AE CRF.
Oct-14-2020 13:27:19 ACVOPFEINFPG000 |(b) Query 1: Answered Changed data per
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b) (6)
Oct-05-2020 09:09:43 ACVOPFEINFPE000 |Sdim Query 1: Reissued:Opened Clin: If not considered
(UTC-05:00) Eastern Time Bouguermouh related to the study
(US & Canada) (b) (4) vaccine, please
potential COVID
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

IlIness Visit CRF
forms should be
completed with all
information available.
NASAL SWAB will
not be collected.
Protocol deviation
will be documented.

Sep-30-2020 10:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

start date was 1 day
after injection and
resolved within one
week. No visit or
swab needed per
investigator.

Sep-30-2020 02:31:35
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFPG000

Salim
Bouguermouh

(b) (4)

Query 1: Reissued:Opened

Clin: Per protocol
section 8.1., please
review if MUSCLE
PAIN aCOVID-19
listed symptoms,
should have triggered
aCoOVID Visit if not
related to vaccine
reactogenicity.

Sep-25-2020 12:51:32
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Alex Hill
(b) (4)

Query 1: Answered

Site confirms that the
investigator
assessment was NOT
related to Covid-19
and NOT dueto
reactogenicity.

Sep-24-2020 18:50:59
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 1: Opened

Clin: Per protocol
section 8.1., please
review if MUSCLE
PAIN aCOVID-19
listed symptoms, start
date 2d post dose 1, is
more related to
Covid-19 (and should
trigger aCOVID
Visit-Nasal Swab will
not be collected) or is
due to vaccine
reactogenicity.

Sep-23-2020 14:14:32
(UTC-05:00) Eastern Time
(US & Canada)

ACVOPFEINFP6000

(b)
4,

(b) (6)

Data Entry:
Bilateral leg muscle pain

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

| 4. Start Date Time:

’ Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/17/2020 UNK:UNK
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6) End Date Time:

Sep/19/2020 UNK:UNK

| 6. Toxicity Grade:

| Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2

(US & Canada) (b) (6)

7. I 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
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s),

this event is due to:

OTHER
If Other, specify:
per investigator

| 10. Latest Action Taken with Study Treatment:

| Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’Date L ocation |User |VaJue Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

’ Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

| Date L ocation | User | Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

’ Date L ocation User Value Reason
Sep-23-2020 14:14:32 ACVOPFEINFP6000 |®@.®)® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

(US & Canada)

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

*** Confidential***
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |autocac |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
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), left shoulder soreness
(US & Canada) (b) (6)

’ 4. Start Date Time:

’Date L ocation ‘User |Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/18/2020 UNK:UNK
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Sep/19/2020 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

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
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’Date L ocation ‘User |VaJue Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE

(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

|Date |Location |User |Value |Reason
Sep-23-2020 14:16:27 ACVOPFEINFPG000 |®@-®)® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

| (Us& Canadi) | w@oe | |

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

’Date |Loca1ion ‘User |Value |Reason
Sep-23-2020 14:16:27 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Sep-23-2020 14:16:27 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Locked, Frozen

SiteNo: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

’ 1. Category:

’Date L ocation |User |Value Reason
Nov-10-2020 14:29:49 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-10-2020 14:29:49 ACVOPFEINFP6000 | auto calc Data Entry: 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-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), acute gastroeteritis
(US & Canada) (b) (6)

| 4, Start Date Time:

| Date L ocation User Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/29/2020 UNK:UNK

(US & Canada) (b) (6)

’ 5. Isthe adverse event still ongoing?

’ Date L ocation | User | Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Oct/4/2020 UNK:UNK

’ 6. Toxicity Grade:

| Date | L ocation | User |Value | Reason
Nov-10-2020 14:29:49 ACVOPFEINFPE000 |®@:®®© Data Entry: Initial Entry
(UTC-05:00) Eastern Time 2
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Locked, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

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

7. 1sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

medical/surgical intervention to prevent above outcomes).

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

Date L ocation | User | Value Reason
Nov-10-2020 14:30:00 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?

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

| Date L ocation User Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

’ 9. Isthisevent related to study treatment:

’ Date L ocation | User | Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT RELATED
(US & Canada) (b) (6) If Not Related to study treatment(s),

this event is due to:
OTHER
If Other, specify:
etiology food borne

’ 10. Latest Action Taken with Study Treatment:

’ Date L ocation | User | Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE

(US & Canada) (b) (6)

| 11. Was a Concomitant Medication given?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Locked, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

*** THISREPEATING FORM HASBEEN DELETED ***

| Date L ocation User Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

’ 12. Was a Non-Drug Treatment given?

| Date L ocation | User | Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

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

’ Date L ocation User Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Nov-10-2020 14:29:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

SiteNo: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Nov-25-2020 14:59:23 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-25-2020 14:59:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |4
(US & Canada)

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

| Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), fatigue
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation | User ’ Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/6/2020 20:00
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Oct/15/2020 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 1
(US & Canada) (b) (6)
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Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

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-25-2020 14:59:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation | User | Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NOT APPLICABLE

(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Va|ue ‘ Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO
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Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

| (Us& Canadi) | D@.oe | |

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

’ Date | L ocation | User |Value ’ Reason
Nov-25-2020 14:59:23 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Nov-25-2020 14:59:23 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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Site Name: (1129) Jacksonville Center for Clinical Research
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Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:
|Date L ocation | User |Value Reason
Nov-25-2020 15:00:57 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-25-2020 15:00:57 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |5

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), bilateral upper extremity muscle pain
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation | User ’ Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/6/2020 20:00
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Oct/15/2020 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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-25-2020 15:00:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation | User | Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NOT APPLICABLE
(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

| Date | L ocation | User |Va|ue ‘ Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |®@-®® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO

Page 366 of 407

*** Confidential***
FDA-CBER-2021-5683-0803638




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

| (Us& Canadi) | D@.oe | |

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

’ Date | L ocation | User |Value ’ Reason
Nov-25-2020 15:00:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Nov-25-2020 15:00:57 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

Page 367 of 407

*** Confidential***
FDA-CBER-2021-5683-0803639



090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1129
Subject No: 11291183
Generated By: (b) (4)
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Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:
| Date L ocation | User | Value Reason
Nov-25-2020 15:02:19 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-25-2020 15:02:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |6
(US & Canada)
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation | User ‘ Value Reason
Dec-02-2020 20:04:01 ACVOPFEINFP6000 |®®:®E Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time query
(US & Canada)
Dec-01-2020 09:32:58 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered verbatim term used,
(UTC-05:00) Eastern Time (6) within reactogenicity
(US & Canada) time frame thus
related to IP. Thanks
Dec-01-2020 01:12:19 ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: bilateral
(UTC-05:00) Eastern Time (b) (6) shoulder pain: Please
(US & Canada) can you review the
verbatim term and
update as appropriate.
Currently it states the
bilateral AE isrelated
to IP. Thanks
Nov-30-2020 20:03:15 ACVOPFEINFP6000 |(b) (4). Query 1: Candidate ClinQuery: bilateral
(UTC-05:00) Eastern Time ®) 6) shoulder pain: Please
(US & Canada) can you review the
verbatim term and
update as appropriate.
Currently it states the
bilateral AE isrelated
to IP. Thanks
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (6) bilateral shoulder pain
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| wse canaiy | | | |

’ 4. Start Date Time:

’ Date | L ocation | User |Value ’ Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Oct/6/2020 20:00
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6) End Date Time:

Oct/15/2020 UNK:UNK

’ 6. Toxicity Grade:

’ Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)

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-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

| Date L ocation | User | Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

’ 9. Isthisevent related to study treatment:
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’ Date L ocation | User | Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

’ Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), YES
(US & Canada) (b) (6)

’ 12. Was a Non-Drug Treatment given?

’ Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

’ Date L ocation User Value Reason
Nov-25-2020 15:02:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)
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SiteNo: 1129
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Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Frozen

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User ’ Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |7

(US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

| Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), chills
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation ’ User | Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Feb/15/2021 UNK:UNK
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Feb/16/2021 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Generated By: (b) (4)
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation | User | Value Reason
Mar-04-2021 14:03:55 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

|Date L ocation |User |VaJue Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE
(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

|Date |Location |User |VaJue |Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |®@-®® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO

Page 372 of 407

*** Confidential***
FDA-CBER-2021-5683-0803644




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
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| (Us& Canadi) | w@oe | |

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

’Date |Location |User |VaJue |Reason
Mar-04-2021 14:02:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Mar-04-2021 14:02:51 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)
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Form Status: Data Complete, Frozen
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User ’ Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |8
(US & Canada)

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

| Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), headache
(US & Canada) (b) (6)

’ 4. Start Date Time:

’ Date L ocation ’ User | Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Feb/15/2021 UNK:UNK
(US & Canada) (b) (6)

| 5. Isthe adverse event still ongoing?

| Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6) End Date Time:

Feb/17/2021 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), 2
(US & Canada) (b) (6)
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Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

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
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO

(US & Canada) (b) (6)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

’ Date L ocation | User | Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)

| 9. Isthisevent related to study treatment:

’ Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), RELATED
(US & Canada) (b) (6)

| 10. Latest Action Taken with Study Treatment:

|Date L ocation |User |VaJue Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NOT APPLICABLE

(US & Canada) (b) (6)

’ 11. Was a Concomitant Medication given?

’ Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), NO
(US & Canada) (b) (6)

| 12. Was a Non-Drug Treatment given?

|Date |Location |User |VaJue |Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |®@-®® Data Entry: Initial Entry
(UTC-05:00) Eastern Time NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

| (Us& Canadi) | w@oe | |

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

’Date |Location |User |VaJue |Reason
Mar-04-2021 14:06:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), RECOVERED/RESOLVED
(US & Canada) (b) (6)

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

| Date L ocation User Value Reason
Mar-04-2021 14:06:31 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time 4), NO
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

SiteNo: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (9
(US & Canada)

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

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Urinary Obstruction
(US & Canada)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Mar/9/2021 UNK:UNK
(US & Canada)

| 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO
(US & Canada) End Date Time:

Mar/10/2021 UNK:UNK

| 6. Toxicity Grade:

’ Date L ocation | User ‘ Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) 3
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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
Mar-12-2021 09:06:52 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Mar-11-2021 15:52:20 ACVOPFEINFP6000 |autoquery |Query 1. Candidate For AE Urinary
(UTC-05:00) Eastern Time (autoquery) Obstruction: Response
(US & Canada) to "Isthe adverse
event serious?' is'Yes
but "Serious Adverse
Event Number" is
blank.
Mar-11-2021 15:52:20 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES
(US & Canada) Is this serious event associated with
congenital anomaly or birth defect?
NO
Did this serious event result in death
?
NO
Did this serious event require or prol
ong hospitalization?
YES
Did this serious event result in persis
tent or significant disability/incapacit
y?
NO
Isthis serious event life threatening?
NO
Other medically important serious ev
ent
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

| | | | o |

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 |VaJue | Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO
(US & Canada)

| 9. Isthisevent related to study treatment:

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 |Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NOT RELATED
(US & Canada) If Not Related to study treatment(s), t

his event is due to:
OTHER
If Other, specify:
Etiology BPH

| 10. Latest Action Taken with Study Treatment:

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 |Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NOT APPLICABLE
(US & Canada)

’ 11. Was a Concomitant Medication given?

’ Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO
(US & Canada)

| 12. Was a Non-Drug Treatment given?

| Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES

(US & Canada)

’ 13. What was the outcome of this adverse event?:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
’ Date L ocation | User | Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) RECOVERED/RESOLVED
(US & Canada)

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

’ Date L ocation | User ‘ Value Reason
Mar-11-2021 15:52:20 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO
(US & Canada)

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

|Date L ocation |User |Value Reason
Mar-12-2021 09:06:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) 2021269694
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Category:

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |[ADVERSE EVENT
(US & Canada)

’ 2. AE ID:

’ Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |10
(US & Canada)

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

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Worsened BPH
(US & Canada)

’ 4. Start Date Time:

’ Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) Mar/9/2021 UNK:UNK
(US & Canada)

| 5. Isthe adverse event still ongoing?

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES
(US & Canada)

’ 6. Toxicity Grade:
| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) 2
(US & Canada)

7. 1sthe adverse event serious?
Page 381 of 407

*** Confidential***

FDA-CBER-2021-5683-0803653




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

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
Mar-11-2021 15:54:17 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO

(US & Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |Alex Hill |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO

(US & Canada)

’ 9. Isthisevent related to study treatment:

’Date L ocation |User |Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NOT RELATED
(US & Canada) If Not Related to study treatment(s), t

his event is dueto:
OTHER
If Other, specify:

Etiology Medical History

’ 10. Latest Action Taken with Study Treatment:

’ Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |Alex Hill |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NOT APPLICABLE
(US & Canada)

| 11. Was a Concomitant Medication given?

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) YES
(US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ 12. Was a Non-Drug Treatment given?

| Date L ocation | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFPE000 | Alex Hill Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO

(US & Canada)

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

’ Date L ocation | User ‘Va]ue Reason
Mar-11-2021 15:54:17 ACVOPFEINFPE000 |Alex Hill | Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NOT RECOVERED/NOT RESOLVE
(US & Canada) D

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

| Date Location | User | Value Reason
Mar-11-2021 15:54:17 ACVOPFEINFP6000 |Alex Hill |Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (4) NO
(US & Canada)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
- Audit Trail

Form Status:

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Date L ocation User Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Time 4),
(US & Canada) (b) (6)
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Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS
- eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. What is the medication identifier?

’ Date L ocation | User ‘ Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) (1
(US & Canada)

| 2. Category:

| Date L ocation | User | Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) | VACCINATIONS

’ 3. Concomitant Medications Pre-specified:

’ Date L ocation | User ’ Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) |NO

4, Medication:

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

’ Date L ocation User Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Flu Vaccine
(US & Canada) (b) (6)

| 5. Date:

| Date L ocation User Value Reason
Sep-18-2020 10:35:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sep/1/2020
(US & Canada) (b) (6)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Completion/Discontinuation/Death :

| Date L ocation | User | Value Reason
Nov-09-2020 12:41:34 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Nov/6/2020
(US & Canada) (b) (6)

’ 2. Phase of Disposition:

’Date L ocation |User |Value Reason
Nov-09-2020 12:41:34 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | VACCINATION
(US & Canada)

| 3. Status:

| Date L ocation User Value Reason
Nov-09-2020 12:41:34 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), COMPLETED
(US & Canada) (b) (6)
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Header Text: c4591001

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

|Date L ocation |User |Value Reason
Jan-26-2021 16:08:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Jan/14/2021
(US & Canada)
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Header Text: 4591001

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

Form Version: 10-Dec-2020 02:25

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

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

’ Date L ocation User Value Reason
Jan-26-2021 16:08:48 ACVOPFEINFPE000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)
(US & Canada)
Jan-26-2021 16:08:35 ACVOPFEINFP6000 |autoquery | Query 1: Candidate The response indicates
(UTC-05:00) Eastern Time (autoquery) participant was
(US & Canada) unblinded, however
the TREATMENT
UNBLINDED dateis
missing in the DISP
visit. Please complete
this date.
Jan-26-2021 16:08:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Participant iswilling to return for Vac
(US & Canada) cination 3
Participant is:
eligible per local/national recomm
endations and confirmed to have r
eceived only placebo at Vaccinatio
nl/2
Page 388 of 407

*** Confidential***
FDA-CBER-2021-5683-0803660




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date Treatment Unblinded :

|Date L ocation |User |Value Reason
Jan-26-2021 16:08:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Jan/20/2021
(US & Canada)
’ 2. Primary Reason for Unblinding:
’ Date L ocation User Value Reason
Jan-26-2021 16:08:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(b) (6)

ASSESSELIGIBILITY FOR ADDIT
IONAL VACCINATION
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Header Text: c4591001
Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

|Date L ocation |User |Value Reason
Feb-05-2021 04.02:48 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (b) (6) query
(US & Canada)
Feb-04-2021 16:24:35 ACVOPFEINFP6000 |(b) Query 1: Answered Changed data per
(UTC-05:00) Eastern Time (4), query
(US & Canada) (b) (6)
Jan-27-2021 06:54:12 ACVOPFEINFPG000 |(b) (4), (b) |Query 1: Opened DM: Kindly consider
(UTC-05:00) Eastern Time (6) to update missing
(US & Canada) SWAB PFE and
SAMP TRK forms or
else clarify. Thank
you.
Jan-26-2021 16:09:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Jan/25/2021
(US & Canada)
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Header Text: 4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Consent Was:

’ Date L ocation User Value Reason
Jan-26-2021 16:09:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) OBTAINED
(US & Canada) Date Written Consent Obtained

Jan/25/2021
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Header Text: 4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Date of Completion/Discontinuation/Death :

’ Date L ocation User Value Reason
Jan-26-2021 16:09:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Jan/25/2021
(US & Canada)

| 2. Phase of Disposition:

| Date L ocation | User | Value Reason
Jan-26-2021 16:09:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | REPEAT SCREENING 1
(US & Canada)

’ 3. Status:

’ Date L ocation User Value Reason
Jan-26-2021 16:09:34 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) COMPLETED
(US & Canada)
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Header Text: 4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User | Value Reason
Jan-27-2021 14:00:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Jan-27-2021 14:00:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | SERUM
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Jan-27-2021 14:00:30 ACVOPFEINFPE000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Jan-27-2021 14:00:15 ACVOPFEINFPE000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Jan-27-2021 14:00:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Date of Collection:
Jan/25/2021

’ 5a

’ Date L ocation User Value Reason
Jan-27-2021 14:00:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample ID: BRL3XB
(US & Canada)
| 5.aSample|D
|Date |Location |User |Value |Reason
‘ Jan-27-2021 14:00:30 ‘ ACVOPFEINFPS000 |(®) @) (©) ‘ Data Entry: Initial Entry
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Header Text: c4591001
Visit: V101_VAX3

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

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

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

(UTC-05:00) Eastern Time (b) (4), BRL3XB
(US & Canada) ®) (6)

| 5b

| Date | L ocation ’ User | Value | Reason
Jan-27-2021 14:01:28 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample ID: BRL3XC
(US & Canada)

| 55 Sample D

|Date L ocation ‘User |Value Reason
Jan-27-2021 14:01:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) BRL3XC
(US & Canada)

’ 5.c

’ Date L ocation User Value Reason
Jan-27-2021 14:01:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample ID: BRL3XD
(US & Canada)

| 5.c Sample D

| Date L ocation User Value Reason
Jan-27-2021 14:01:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) BRL3XD
(US & Canada)

’ 5.d

’ Date L ocation User Value Reason
Jan-27-2021 14.03:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample | D: BS9733
(US & Canada)

| 5.d Sample D

| Date L ocation User Value Reason
Jan-27-2021 14:03:18 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) BS9733
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Header Text: c4591001
Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25
’ 5.e
’ Date L ocation User Value Reason
Jan-27-2021 14.03:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample | D: BS9734
(US & Canada)
| 5.e Sample 1D
| Date L ocation User Value Reason
Jan-27-2021 14:03:37 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) BS9734
(US & Canada)
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Header Text: 4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User | Value Reason
Jan-27-2021 13:43:57 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Jan-27-2021 13:43:57 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Jan-27-2021 13:44:09 ACVOPFEINFPE000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Jan-27-2021 13:43:57 ACVOPFEINFPE000 |autoquery | Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Jan-27-2021 13:43:57 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada) Date of Collection:
Jan/25/2021

’ 5a

’ Date L ocation User Value Reason
Jan-27-2021 13:44:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Sample |D: BRMXOT
(US & Canada)
| 5.aSample|D
|Date |Location |User |Value |Reason
‘ Jan-27-2021 13:44:09 ‘ ACVOPFEINFPS000 |(®) @) (©) ‘ Data Entry: Initial Entry
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Header Text: c4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

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

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

BRMXOT
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Header Text: 4591001
Visit: V101_VAX3

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Wasthere a temporary delay of vaccination?

’Date L ocation ’User |Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

| 2. Treatment Name

| Date L ocation | User | Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BNT162b2

’3. Formulation:

’ Date L ocation | User | Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) | INJECTION

| 4. Dose Date Time:

’ Date L ocation User Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Jan/25/2021 17:12
(US & Canada)

| 5. Anatomical Location:

| Date L ocation | User | Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) LEFT

| 7. Route:
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ Date L ocation | User | Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR
(US & Canada)

|8. Actual Dose:

’ Date L ocation | User ‘ Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |30.0
(US & Canada)

9. Unit

| Date L ocation | User | Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ug
(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User ’ Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |30 MINUTES
(US & Canada)

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

| Date L ocation User Value Reason
Jan-26-2021 16:09:55 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
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Header Text: c4591001
Visit: V102 VAX4

Form Version: 22-Apr-2020 21:02

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Date of Visit

|Date L ocation |User |Value Reason
Feb-23-2021 14:29:15 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Feb-23-2021 12:34:30 ACVOPFEINFPG000 |(b) Query 1: Answered Changed data per
(UTC-05:00) Eastern Time (4), query

(US & Canada) (b) (6)

Feb-18-2021 12:23:49 ACVOPFEINFPG000 |(b) (4), Query 1. Opened DM: Kindly review
(UTC-05:00) Eastern Time (b) (6) and complete ‘Nasal
(US & Canada) Swab' form at this

visit. Thank you.

Feb-17-2021 15:09:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Feb/15/2021

(US & Canada)

Page 400 of 407

*** Confidential***
FDA-CBER-2021-5683-0803672




090177e196ae30b3\Final\Final On: 01-Apr-2021 04:13 (GMT)

Header Text: 4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit

Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinica Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Data Origin

’ Date L ocation | User | Value Reason
Feb-23-2021 12:33:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |SITE
(US & Canada)

| 2. Sample Type

| Date L ocation | User | Value Reason
Feb-23-2021 12:33:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | NASAL_SWAB
(US & Canada)

’ 3. Sample Collected?

’ Date L ocation User Value Reason
Feb-23-2021 12:33:35 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern Time (autoquery)

(US & Canada)
Feb-23-2021 12:33:22 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected? is
(UTC-05:00) Eastern Time (autoquery) Yes, however no
(US & Canada) barcodes are entered.
Please review and
correct as appropriate.
Feb-23-2021 12:33:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), YES
(US & Canada) (b) (6) Date of Collection:
Feb/15/2021

’ 5a

’ Date L ocation User Value Reason
Feb-23-2021 12:33:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Sample ID: BTZPJY
(US & Canada) (b) (6)
| 5.aSample|D
|Date |Location |User |Value |Reason
‘ Feb-23-2021 12:33:35 ‘ ACVOPFEINFPE000 |®@:®1® Data Entry: Initial Entry
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Header Text: c4591001
Visit: V102_VAX4

Form Version: 22-Apr-2020 21:03
SiteNo: 1129

Subject No: 11291183

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

(UTC-05:00) Eastern Time Eg; gg' BTZPJY
(US & Canada)
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Header Text: 4591001
Visit: V102_VAX4

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

’ 1. Wasthere a temporary delay of vaccination?

’Date L ocation ’User |Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) NO
(US & Canada)

| 2. Treatment Name

| Date L ocation | User | Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BNT162b2

’3. Formulation:

’ Date L ocation | User | Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

(autocalc) | INJECTION

| 4. Dose Date Time:

’ Date L ocation User Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) Feb/15/2021 16:23
(US & Canada)

|5. Anatomical Location:

| Date L ocation | User | Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern Time

(autocalc) |DELTOID MUSCLE

(US & Canada)

’ 6. Body Side:

’ Date L ocation User Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

(b) (6) LEFT

| 7. Route:
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified
Site No: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

’ Date L ocation | User | Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | INTRAMUSCULAR
(US & Canada)

|8. Actual Dose:

’ Date L ocation | User ‘ Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |30.0
(US & Canada)

9. Unit

| Date L ocation | User | Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |ug
(US & Canada)

’ 10. Timeframe Subject Was Observed

’ Date L ocation | User ’ Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) |30 MINUTES
(US & Canada)

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

| Date L ocation User Value Reason
Feb-17-2021 15:10:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern Time (b) (6) YES
(US & Canada)
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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: 1129 Site Name: (1129) Jacksonville Center for Clinical Research
Subject No: 11291183 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Subject Status

|Date L ocation |User |Value Reason
Nov-09-2020 12:41:34 ACVOPFEINFP6000 |autocalc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | FOLLOW-UP

(US & Canada)

Sep-16-2020 15:47:47 ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern Time (autocalc) | ENROLLED/RANDOMIZED

(US & Canada)

Sep-16-2020 15:31:15 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
Mar-11-2021 01:41:31 ACVOPFEINFPG000 |(b) (4), Query 2: Closed Query closed based
(UTC-05:00) Eastern Time (b) (6) on site's confirmation
(US & Canada) that subject made

entry in error.
Mar-10-2021 17:52:52 ACVOPFEINFP6000 |(b) (4), Query 2: Answered Spoke with
(UTC-05:00) Eastern Time (b) (6) participant
(US & Canada) 10mar2021 reported

diary entry was
entered in error.

Mar-02-2021 14:25:21 ACVOPFEINFPG000 |(b) (4), Query 2: Opened llIness eDiary:

(UTC-05:00) Eastern Time (b) (6) Subject reported

(US & Canada) "Yes' for the question
"Haveyou

experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosis on
24FEB2021. But
thereisno COVID
Illness visit reported

in the database.
Please clarify.
Dec-16-2020 04:24:51 ACVOPFEINFP6000 |(b) Query 1: Closed Added data per query
(UTC-05:00) Eastern Time (@),
(US & Canada) (0) (6)
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Header Text: c4591001

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

Site No: 1129
Subject No: 11291183
Generated By: (b) (4)

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

Site Name: (1129) Jacksonville Center for Clinical Research
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Dec-15-2020 13:57:33 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

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

(US & Canada)

Dec-14-2020 14:54:03 ACVOPFEINFP6000 |(b) (4), Query 1. Opened IlIness eDiary:

(UTC-05:00) Eastern Time (b) (6) Subject reported

(US & Canada) "Yes' for the question
"Haveyou
experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosis on
07DEC2020. But
thereisno COVID
Illness visit reported
in the database.
Please clarify.

Nov-09-2020 12:41:34 ACVOPFEINFP6000 | autocalc Data Entry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) Nov/6/2020

(US & Canada)

Sep-16-2020 15:47:47 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) Sep/15/2020

(US & Canada)

Sep-16-2020 15:31:15 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-05:00) Eastern Time (autocalc) Sep/14/2020

(US & Canada)
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Header Text: c4591001

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

Site No: 1129

Subject No: 11291183

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1129) Jacksonville Center for Clinical Research

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

| 1. Casebook Signature

| Date L ocation | User | Value Reason
Nov-10-2020 17:21:37 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Time (4), Click Hereto Enable
(US & Canada) (b) (6)
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