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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: COHORT SELECTION

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Cohort Selection

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

*** Confidential***

1. | Select appropriate response - 24 JUL 2020
Protocol version
2. | Select appropriate response - What | STAGE 3 COHORTS
cohort does the subject belong to?
Page 1 of 418
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Header Text: ¢4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/27/2020

Page 2 of 418
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Header Text: ¢4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: DEMOGRAPHY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [11561044]
2. | Birth Date: (b) (6)/1957
3. | Sex: MALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
Page 3 of 418
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/27/2020
2. | Erroneous Visit
Page 4 of 418
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Form Comments

Inclusion Criteria Not Met

L Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion CriteriaMet

2. Description of Exclusion Not Applicable

Criterion Met

Page 5 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DISPOSITION - SCREENING

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition - Screening

1. | Dateof Aug/27/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
Page 6 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Medical History Details

1a|l | ine/MH Number:

(1]

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

Allergies:

Start Date: UNK/UNK/2002
Ongoing: YES

1b || Line/MH Number:

(2]

Disease/Syndrome/Surgery [Diabetes Méllitus Type 2]
/Non-Drug Allergies/Drug

Allergies:

Start Date: Feb/25/2020

Ongoing: YES

1¢ || Line/MH Number:

(3]

Disease/Syndrome/Surgery [mild anxiety depression]
/Non-Drug Allergies/Drug

Allergies:

Start Date: UNK/UNK/2010
Ongoing: YES

1d Line/MH Number:

(4]

*** Confidential***

Disease/Syndrome/Surgery [chronic obstructive pulmonary disease]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: YES
Page 7 of 418
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1e|| Line/MH Number: [5]
Disease/Syndrome/Surgery [fatty liver]
/Non-Drug Allergies/Drug
Allergies:

Start Date: UNK/UNK/2018
Ongoing: YES
Page 8 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. |Date: Aug/27/2020
2. | Weight: [87.05]
3. [ Unit: kg
4. | Height: [167.5]
5. [ Unit: cm
6. | Body Mass Index: [31.0]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [98.3]
Unit: F
Temperature Location: ORAL CAVITY
Page 9 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: RANDOMIZATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/27/2020
2. | Randomization Number: [242969]
3. | Randomization Group: [
Page 10 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/27/2020
4. |If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BP188W]
5b || sampleID [BP188X]
5C || sample ID [BP188Y]
5.d
Sample ID [BPHRZJ]
5€ || sample D [BPHRZK]
Page 11 of 418
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/27/2020
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 ID [BP189G]
Page 12 of 418

*** Confidential***
FDA-CBER-2021-5683-0840820




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/27/2020 11:52

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

Page 13 of 418
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 14 of 418
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Header Text: c4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/9/2020
2. | Erroneous Visit
Page 15 of 418
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Header Text: ¢4591001

Visit: V2_VAX2 L

Form Version: 15-Sep-2020 21:54
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Vital Signs
1. | Date: Oct/9/2020
Vital Signs Details
2.:a|| Record Identifier: 1
Temperature: [98.3]
Unit: F
Temperature Location: ORAL CAVITY
Page 16 of 418
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Header Text: ¢4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/9/2020
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 [BR2ZOV]
Page 17 of 418
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Header Text: ¢4591001

Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form Comments
eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[]
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
1
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actual Dose: Not Done Comments
[]
9. | Unit: Not Done Comments
10. | Timeframe Subject Was Observed | Not Done Comments
11. | Was the subject observed for at Not Done Comments
least the protocol specified
observation period after
investigational product
administration?
Page 18 of 418

*** Confidential***
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Nov/6/2020
2. | Erroneous Visit
Page 19 of 418
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Header Text: ¢4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/6/2020
4. |If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BR6OVW]
5b || sampleID [BRZPYH]
5 || sample D [BRZPYJ]
Page 20 of 418
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Header Text: c4591001

Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 21 of 418
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Header Text: ¢4591001

Visit: V4_MONTH®6_L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aiquot.

5. Sample ID

[]

Page 22 of 418
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Header Text: c4591001

Visit: V5_ MONTH12 L

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 23 of 418
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Header Text: ¢4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aiquot.

5. Sample ID

[]

Page 24 of 418
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Header Text: c4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***

Page 25 of 418
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Header Text: ¢4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aiquot.

5. Sample ID

[]

Page 26 of 418
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

on Sep/02/2020

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/2/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A

Page 27 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Sep/2/2020
2. | Date of First Symptom Started: Sep/1/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/29/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
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? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? YES
Page 28 of 418
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Header Text: c4591001

on Sep/02/2020

Form Version: 21-Aug-2020 02:52
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.

*** Confidential***

Symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5 Symptoms - Other Text: []
Page 29 of 418
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Date qf C | Specimen Ty Sp_emmen Cpllec Assay Code and Description Device Type Form Instan
ollection pe tion L ocation ce

1. | Sep/3/202 | SWABBED NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
0 MATERIAL | X ROME CORONAVIRUS 2 GNOSTIC TEST Pages

2. | Sep/8/202 | SWABBED NASOPHARYN [ SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repesating
0 MATERIAL |X ROME CORONAVIRUS 2 GNOSTIC TEST Pages

3. | Sep/9/202 | SWABBED NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
0 MATERIAL |X ROME CORONAVIRUS 2 GNOSTIC TEST Pages

4. | Sep/14/20 | SWABBED NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
20 MATERIAL |X ROME CORONAVIRUS 2 GNOSTIC TEST Pages

5. | Sep/15/20 | SWABBED NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
20 MATERIAL | X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. [ Actua Date of Collection: Sep/3/2020
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: LABCORP COVID-19 RT-PCR TEST
7. | Test Result: POSITIVE
8. | Comments/Findingsy/Details: [
9. | Trade Name Other, Specify: [1
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Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen

1. | Actua Date of Collection: Sep/8/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: THERMOFISHER APPL BIO TAQPATH COVID-19 COMBOKIT
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen

*** Confidential***

1. | Actua Date of Collection: Sep/9/2020
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: THERMOFISHER APPL BIO TAQPATH COVID-19 COMBOKIT
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen

1. | Actua Date of Collection: Sep/14/2020
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: THERMOFISHER APPL BIO TAQPATH COVID-19 COMBOKIT
7. | Test Result: POSITIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Sep/02/2020

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Micraobiology Specimen

*** Confidential***

1. | Actua Date of Collection: Sep/15/2020
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: THERMOFISHER APPL BIO TAQPATH COVID-19 COMBOKIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Sep/02/2020

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or [SWAB COLLECTED ON-SITE USING SUBJECT'S SELF-SWAB KIT]

sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5a

Sample ID
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Sep/02/2020

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/3/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5.a
Sample ID [RW90537]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts. | YES
Number of Visits or Contacts:
(1]
Lb || physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts; | YES
Number of Visits or Contacts:
[1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | YES
Number of Visits or Contacts:
(5]
Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
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Header Text: c4591001

on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

YES

Has the subject been in intensive care due to potential COVID-19 ilIness?
YES

*** Confidential***
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. [HOSPITALIZATION STATUS |HOSPITAL Sep/5/2020 NO Repeating Pages
Discharge Date:
Sep/19/2020
2. | HOSPITALIZATION STATUS |ICU Sep/5/2020 NO Repeating Pages
Discharge Date:
Sep/19/2020
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Header Text: c4591001

on Sep/02/2020

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

*** Confidential***

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Sep/5/2020

4. | Ongoing? NO
Discharge Date:
Sep/19/2020
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FDA-CBER-2021-5683-0840849




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: HOSPITALIZATION DETAILS
on Sep/02/2020

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: ICU
3. | Admission Date: Sep/5/2020
4. | Ongoing? NO
Discharge Date:
Sep/19/2020
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Header Text: ¢4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Treatment | | Con Non-Drug Treatme Start D | Form Instan
# . . Treatment Treatment
dentifier nts Pre-specified ate ce
1)1 YES HIGH FLOW OXYGE | HIGH FLOW OXYGE | Sep/5/2 | Repeating
N THERAPY N THERAPY 020 Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

1. | What isthe treatment Identifier?

[1]

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

YES

3. | Treatment: HIGH FLOW OXYGEN THERAPY
4. | Treatment: [HIGH FLOW OXY GEN THERAPY]
5. | Start Date: Sep/5/2020
6. | Ongoing? NO

End Date:

Sep/9/2020

Page 44 of 418
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Header Text: c4591001

on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory IlIness Diagnosis:
[COVID-19 PNEUMONIA]

Date of Diagnosis:
Sep/5/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Category of ?"“'Ca‘ Subcategory of Clinical Event Diagnosis Obtained Toxicity G | Form Instanc
Event: rade e
1. | SEVERE COVID-19 | SIGNIFICANT ACUTERENAL D | YES 2 Repeating
ILLNESS YSFUNCTION Diagnosis: Pages
ACUTE RENAL AZO
TEMIA
Start Date:
Sep/3/2020
Ongoing?:
YES
2. | SEVERE COVID-19 |SIGNIFICANT ACUTE HEPATIC |YES 2 Repeating
ILLNESS DYSFUNCTION Diagnosis: Pages

ACUTELIVERDYSF
UNCTION

Start Date:
Sep/3/2020
Ongoing?:
NO
End Date;

Sep/9/2020
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Header Text: c4591001

on Sep/02/2020

Form Version: 17-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

IlIness Details

1. | Category of Clinical Event:

SEVERE COVID-19 ILLNESS

2. | Subcategory of Clinical Event:

SIGNIFICANT ACUTE RENAL DY SFUNCTION

3. | Wasadiagnosis obtained?

YES
Diagnosis:
[ACUTE RENAL AZOTEMIA]

Start Date:
Sep/3/2020

Ongoing?:
YES

4. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 17-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

IlIness Details

1. | Category of Clinical Event:

SEVERE COVID-19 ILLNESS

2. | Subcategory of Clinical Event:

SIGNIFICANT ACUTE HEPATIC DY SFUNCTION

3. | Was adiagnosis obtained?

YES
Diagnosis:
[ACUTE LIVER DY SFUNCTION]

Start Date:
Sep/3/2020

Ongoing?:
NO
End Date:
Sep/9/2020

4, | Toxicity Grade:
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*** Confidential***

Header Text: ¢4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Collect | Speci
Category f . Form Insta
# or Lab Test Vendor Name ion Pat men T Lab Result nce
€ ype
1. [CLINICAL | Finlay Clinical Laboratory 330 | Sep/5/2 | BLOO Sponsor-De Repeating
CHEMIST | SW 27th Ave Ste # 101 Miami | 020 D fined I denti Test: Res Pages
RY ,FL 33135 fier ult:
329 C Reactive Pro | 0.8
tein_PX329
30 Alanine Amin | 156
otransferase P
X30
28 Aspartate Ami | 153
notransferase
PX28
35 Alkaline Phos |89
phatase _PX35
21 Bilirubin_PX2 | 0.3
1
47 Blood UreaNi |32
trogen_PX47
48 Creatinine PX |14
48
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1
Form Version: 15-Sep-2020 21:51

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Collecti | Specim
Category fo Form Insta
# r Lab Test Vendor Name on I?ate en Typ Lab Result nce
2. |CLINICAL |LabCorp Tampa5610W La | Sep/3/2 | BLOO Sponsor-De Repeating
CHEMISTR | Salle Street Tampa FL 3360 | 020 D fined | denti Test: Res Pages
Y 71770 fier ult:
329 C Reactive Prot |[ ]
ein_PX329
30 Alanine Amino |171
transferase_PX
30
28 Aspartate Amin | 193
otransferase P
X28
35 Alkaline Phosp |72
hatase PX35
21 Bilirubin_PX21 [ 0.6
47 Blood Urea Nit |30
rogen_PX47
48 Creatinine_PX4|1.5
8 8
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Header Text: c4591001

on Sep/02/2020

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

*** Confidential***

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Finlay Clinical Laboratory 330 SW 27th Ave Ste # 101 Miami, FL 33135]
3. | Collection Date: Sep/5/2020
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [0.8]
Not Done:
LNMT Low
[0.0]
High
[0.9]
Unit
mg/dL
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [156]
Not Done:
LNMT Low
(14]
High
(63]
Unit
uU/L
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5 || sponsor ID: [28]
Test: Aspartate Aminotransferase_PX28
Result: [153]
Not Done:
LNMT Low
[15]
High
(37]
Unit
uU/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [89]
Not Done:
LNMT Low
[46]
High
[116]
Unit
uU/L
5| sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.3]
Not Done:
LNMT Low
[0.4]
High
[0.8]
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/02/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
S5f Sponsor 1D: [47]
Test: Blood Urea Nitrogen PX47
Result: [32]
Not Done:
LNMT Low
(7]
High
(18]
Unit
mg/dL
59| sponsor ID: [48]
Test: Creatinine_PX48
Result: [1.4]
Not Done:
LNMT Low
[0.6]
High
[1.3]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Lab Chemistry Details

1. | Lab Pandl: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [LabCorp Tampa 5610 W LaSalle Street Tampa FL 336071770]
3. | Collection Date: Sep/3/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b || sponsor ID: [30]
Test: Alanine Aminotransferase PX30
Result: [171]
Not Done:
LNMT Low
(0]
High
[44]
Unit
uU/L
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/02/2020
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase_PX28
Result: [193]
Not Done:
LNMT Low
(0]
High
[40]
Unit
uU/L
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [72]
Not Done:
LNMT Low
(39]
High
[117]
Unit
U/L
5 || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [0.6]
Not Done:
LNMT Low
[0.0]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5f Sponsor 1D: [47]
Test: Blood Urea Nitrogen PX47
Result: [30]
Not Done:
LNMT Low
(8l
High
(27]
Unit
mg/dL
59| sponsor ID: [48]
Test: Creatinine_PX48
Result: [1.58]
Not Done:
LNMT Low
[0.76]
High
[1.27]
Unit
mg/dL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 21-Aug-2020 02:51
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Category f Collecti | Specim Form Insta
# |or Lab Tes Vendor Name (DERIVED) on Date | en Typ Lab Result nce
t : e
1. [HEMATO |Finlay Clinical Laboratory 330 S | Sep/5/2 | BLOO Sponsor-Def Repeating
33135 o ult:
1 Hemoglob | 15.
in_PX1 4
2 Hematocri | 46.
t PX2 2
3 Erythrocyt | 5.1
es PX3 |4
5 Patelets | 186
PX5
7 Leukocyte | 6.3
s PX7
608 Neutrophil | 75.
s PX608 |9
609 Eosinophil | 0.1
s PX609
612 Monocyte |9.0
s PX612
610 Basophils |0.3
_PX610
611 Lymphocy | 14.
tes PX611 |7
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. | Lab Pand: HEMATOLOGY
2. | Laboratory Name and Address [Finlay Clinical Laboratory 330 SW 27th Ave Ste # 101 Miami, FL 33135]
3. | Collection Date: Sep/5/2020
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [15.4]
Not Done:
LNMT Low
[14.00]
High
[18.00]
Unit
g/dL
5b Sponsor ID: [2]
Test: Hematocrit_PX2
Result: [46.2]
Not Done:
LNMT Low
(42]
High
(52]
Unit
%
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/02/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
5 || sponsor ID: [3]
Test: Erythrocytes PX3
Result: [5.14]
Not Done:
LNMT Low
[4.70]
High
[6.10]
Unit
10"6/cu mm
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [186]
Not Done:
LNMT Low
[130]
High
[400]
Unit
10"3/uL
5 || sponsor 1D: (7]
Test: Leukocytes PX7
Result: [6.3]
Not Done:
LNMT Low
[4.8]
High
[10.8]
Unit
10"3/uL
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5f Sponsor |D: [608]
Test: Neutrophils_PX608
Result: [75.9]
Not Done:
LNMT Low
[47.0]
High
[75.0]
Unit
%
5.9 || Sponsor ID: [609]
Test: Eosinophils_PX609
Result: [0.1]
Not Done:
LNMT Low
[0.0]
High
[6.0]
Unit
%
5h Sponsor ID: [612]
Test: Monocytes PX612
Result: [9.0]
Not Done:
LNMT Low
[0.0]
High
[11.0]
Unit
%
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Header Text: c4591001

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Si Sponsor |D: [610]
Test: Basophils PX610
Result: [0.3]
Not Done:
LNMT Low
[0.0]
High
[3.0]
Unit
%
5] || sponsor ID: [611]
Test: Lymphocytes PX611
Result: [14.7]
Not Done:
LNMT Low
[18.0]
High
[46.0]
Unit
%
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS- COVID
Form Version: 21-Aug-2020 02:50
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
# Date: Vital Signs Details Form Instance
1. | Not Applicable Record | dentifier: Systolic: Diastolic: Repeating Pages
Not Applicable Not Applicable Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID
on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

*** Confidential***

Vital Signs
1. |Date: Not Applicable Comments
I
Vital Signs Details
2.a|| Record Identifier: Not Applicable
1
Systalic: Not Applicable Comments
[]
Diastalic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute;
[]
Heart Rate in beats/minute: Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance
1 |Sep/5/2020 Record | dentifier: Oxygen Saturation Repeating Pages
88.0
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Header Text: c4591001

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

Form Version: 15-Sep-2020 21:54

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

# Date: Vital Signs Details Form Instance

2. | Sep/14/2020 Record | dentifier: Oxygen Saturation Repeating Pages
1 84.0

3. | Sep/29/2020 Record | dentifier: Oxygen Saturation Repeating Pages
1 89.0

4. | Oct//2020 Record | dentifier: Oxygen Saturation Repeating Pages
1 92.0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Sep/02/2020

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Sep/5/2020

Vital Signs Details

2.2 || Record Identifier: 1

SPO2 Pulse Oximetry % [88.0]
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 2154
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. | Date Sep/14/2020
Vital Signs Details
2.2 || Record Identifier: 1
SPO2 Pulse Oximetry % [84.0]
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 15-Sep-2020 2154
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. |Date: Sep/29/2020
Vital Signs Details
2.2 || Record Identifier: 1
SPO2 Pulse Oximetry % [89.0]
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 2154
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. | Date: Oct/1/2020
Vital Signs Details
2.2 || Record Identifier: 1
SPO2 Pulse Oximetry % [92.0]
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment | Arterial Blood Gases PaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001

on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

*** Confidential***

1. | Date Time of Assessment: Not Applicable Comments
I

2. | Arteria Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sponsor-Defined | | Category for Me | Concomitant Medications | Name of M edi Form Instanc
# o .o s - Start Date
dentifier dication Pre-specified cation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. [ What isthe medication identifier? | Not Applicable Comments
[]
2. | Category: Not Applicable Comments
3. | Concomitant Medications Not Applicable Comments
Pre-specified:
4. | Medication: Not Applicable Comments
Provide the complete generic drug | [ ]
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Start Date: Not Applicable Comments
1
6. | Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: IMAGING

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Dateof | Location | Imagin Form Insta
# | Assess | of Assess | gMeth Overall Assessment nce
ment ment od
1. | Sep/8/2 | CHEST X-RAY | ABNORMAL Repeating
020 If abnormal, specify findings: Pages
Bibasilar mixed infiltrates, greater to the LEFT. Mild overinflation m
ild, chronic appearing diffuse interstitial prominence.
2. | Sep/12/ | CHEST X-RAY | ABNORMAL Repeating
2020 If abnormal, specify findings: Pages
Scattered aveolar interstitial changes are seen in the perihilar region
and at the lung bases. Findings are consistent with atypical infiltrates
3.|Sep/5/2 |CHEST | X-RAY | ABNORMAL Repeating
020 If abnormal, specify findings: Pages
Bibasilar diffuse mixed infiltrates. No focal infiltrates, effusions or p
neumothoraces. Mild overinflation, chronic appearing diffuse intersti
tial prominence.
4.|Sep/14/ |CHEST | X-RAY | ABNORMAL Repeating
2020 If abnormal, specify findings: Pages
There are bilateral interstitial infiltrates within both lungs. Interval i
mprovement is observed. No aveolar consolidation or pleural effusio
n is noted. No acute osseous abnormality is detected.
5. | Sep/30/ | CHEST X-RAY [ ABNORMAL Repeating
2020 If abnormal, specify findings: Pages
Chronic interstitial fibrosisin lungs, especially on right side with sug
gestion of patchy infiltrates in both lower lobes, especialy on the left
side. No evidence of pleural effusions.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING
on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History

Form Audit Trail

Imaging

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

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:
[Bibasilar mixed infiltrates, greater to the LEFT. Mild overinflation mild,
chronic appearing diffuse interstitial prominence.]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Sep/12/2020
2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:
[Scattered alveolar interstitial changes are seen in the perihilar region and at
the lung bases. Findings are consistent with atypical infiltrates.]
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Header Text: c4591001

on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Sep/5/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Bibasilar diffuse mixed infiltrates. No focd infiltrates, effusions or
pneumothoraces. Mild overinflation, chronic appearing diffuse interstitial
prominence.]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Sep/14/2020
2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[There are bilateral interstitial infiltrates within both lungs. Interval
improvement is observed. No alveolar consolidation or pleural effusionis
noted. No acute osseous abnormality is detected.]
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Header Text: c4591001

on Sep/02/2020

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Sep/30/2020
2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Chronic interstitia fibrosisin lungs, especially on right side with suggestion
of patchy infiltrates in both lower lobes, especially on the left side. No
evidence of pleural effusions.]

*** Confidential***
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Header Text: c4591001

Visit; POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Mar/05/2021

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Mar/5/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CoviD_B
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Mar/05/2021
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
eCRF Audit Trail History
Signsand Symptoms
1. | Date of Assessment: Mar/5/2021
2. | Date of First Symptom Started: Mar/4/2021
3. | Symptoms Ongoing? YES
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
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
4.e 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? YES
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Mar/05/2021

Form Version: 20-Feb-2021 02:17
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5 Symptoms - Other Text:
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Site No: 1156
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Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Date qf Collect | Specimen T | Specimen C_ollect|on Loc | Assay Cod(_aand Descri Device Type | Form Instance
ion ype ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applica Repeating
le ble Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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 Collection 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
[]
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on Mar/05/2021

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [SWAB PFE]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5.
Sample ID [1
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Mar/05/2021

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/5/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BRLY G6]
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Mar/05/2021

Form Version: 20-Feb-2021 02:19
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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

1.c

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

dueto potential COVID-19 illness?

NO
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Visit: POT_COVID_ILL 2

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1 Repesting Pages
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on Mar/05/2021

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Hospitalization Details

1. | Hospitalization Category:

Hospitalization Term:

1

2
3. | Admission Date:
4

Ongoing?
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Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Treatment Identifi | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
er ed t t e
1 Repeating Pages
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on Mar/05/2021

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

oo~ W

Ongoing?
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Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ILLNESS DETAILS

Form Status: Data Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
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Visit: POT_COVID_ILL 2

Form Version: 17-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Category of C.:I|n|cal Event | Subcategory rc])I Clinical Eve Dlagnos; Obtaine Toxmtg Grad Form Instance
1 Repesating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Mar/05/2021

Form Version: 17-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:
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Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

4 Cate%o_rr)gtor La Ven:inoer Na Coll;:t;on D Spet;rr?een T Lab Result Form Ienstanc

L Sponsor-Defined Ide | Tes | Resul Repesting
ntifier t | t Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

on Mar/05/2021

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Lab Chemistry Details

1. | Lab Pandl:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. .
Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Category for L | Vendor Name (DE

# ab Test RIVED)

Collection | Specimen L ab Result Form Instanc
Date: Type e

Sponsor-Defined | | Tes | Resu Repeating
dentifier t | It Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

on Mar/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Laboratory Data Hematology

1. | Lab Pandl:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. .
Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Generated By: (b) (4)

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record | dentifier: Systalic: Diastolic: Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS- COVID

on Mar/05/2021

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

/)

Vital Signs Details

2. || Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute;

[]

Heart Rate in beats/minute:
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Visit: POT_COVID_ILL 2

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR

on Mar/05/2021

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Vital Signs

1. | Date:

/)

Vital Signs Details

2. || Record Identifier:

SPO2 Pulse Oximetry %
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Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# | Date Time of Assessment

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

1

Repeating Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Mar/05/2021

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):

Page 104 of 418

*** Confidential***
FDA-CBER-2021-5683-0840912




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Site No: 1156
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Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4 Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages
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Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

[]

Start Date:

1

Ongoing?
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Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# | Date of Assessment

Location of Assessment | Imaging Method

Overall Assessment Form Instance

1

Repeating Pages

*** Confidential***
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

on Mar/05/2021

Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Imaging

1. | Date of Assessment:

/)

Location of Assessment:

2
3. | Type of Imaging Exam:
4

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

Visit on Oct/01/2020

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/1/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
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Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/5/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BR2YYS]
5b | sampleID [BPHRLS]
5C || sampleID [BPHRLT]
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

*** Confidential***
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Header Text: ¢4591001

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

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: UNPLANNED VISIT
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Unplanned Assessments

1. | Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 22-Apr-2020 21:05
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Disposition - Treatment

1. | Dateof Sep/8/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: VACCINATION

3. | Status:

NO LONGER MEETSELIGIBILITY CRITERIA

4. | Specify Status:

[EXCLUSION CRITERIA #5]

*** Confidential***

Page 113 of 418

FDA-CBER-2021-5683-0840921




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: Follow-Up - Unscheduled
Form Version: 15-Sep-2020 21:53
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DISPOSITION - FOLLOW-UP

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-202

112:23

Disposition - Follow-Up

1. | Date of
Compl etion/Discontinuation/Death

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:
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Header Text: c4591001

Visit; POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S || sample ID []
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

# Category AE. !den Adver se Event Start Date IstheAdversg Event | Form Instan
tifier Still Ongoing ce
1. DELETED |ADVERSE |1 ACUTE VIRAL BR | Sep/1/2020U | YES Repeating
EVENT ONCHITIS NK:UNK Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** 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: [ACUTEVIRAL BRONCHITIS]|

(If possible specify diagnosis, not
individual symptoms)

4. | Start Date Time: Sepl2020 UNKUNK
5. | Isthe adverse event still ongoing? | ¥ES

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. |Isthisadverse event theresult of a | NO
study Medication Error?

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

9. | Isthisevent related to study NOTRELATED
treatment:

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Deleted

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
For Pfizer Use Only
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Header Text: ¢4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: ¢4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [1
Medication Error):
3. | Start Date: 1
4. |Isthe medication error still
ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | Was aNon-Drug Treatment given?
8. | Did the Medication Error cause the
subject to be discontinued from the
study?
9. | Was this medication error
associated with any adverse events?
10. | Serious Adverse Event Number: [1
For Pfizer Use Only

*** Confidential***
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4 Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1. Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1

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

5. | Date: 1l
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Header Text: ¢4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Me | Dose Desc | Form Instan
d Identifier Medication ns Pre-specified dication ription ce
1. DELETED Repeating
Pages
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status. Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

Concomitant Medications

1. | What isthe medication identifier? |[[] Comments
2. | Category: Comments
3. | Concomitant Medications Comments

Pre-specified:
4. | Medication: [1 Comments

Provide the complete generic drug

name (including salt form, where

applicable). Where generic nameis

unknown, enter the full trade or

proprietary name. Include

clarifying information in the

Medication text (e.g., Ingredient(s),

route, use, formulation).
5. | Dose: [1 Comments
6. | Dose Unit: Comments
7. | Dose Freguency: Comments
8. | Route: Comments
9. | Start Date: I Comments
10. | Ongoing? Comments

*** Confidential***
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Header Text: ¢4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat
# Form Instance
y r ed t e
1 Repeating Pages
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: RADIATION TREATMENT
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Radiation Treatment

1

Category:

2.

What is the treatment | dentifier?

Concomitant Non-drug Treatment
Pre-specified:

Treatment:

[]

Start Date:

1

Ongoing?

*** Confidential***

Page 127 of 418

FDA-CBER-2021-5683-0840935




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: ¢4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. | Transfusion Type:

2. | Date of Transfusion:

"

*** Confidential***
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form: VITAL SIGNS- TEMP
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Vital Signs

1. | Date:

1

Vital Signs Details

2. Record Identifier:

Temperature:

[]

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: ¢4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Vaccination

1

Was there atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomical Location:

Body Side:

Route:

Actual Dose:

[]

|l | N ] WIDN

Unit:

=
©

Timeframe Subject Was Observed

=
[N

. | Was the subject observed for at

least the protocol specified
observation period after
investigational product
administration?
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Header Text: ¢4591001

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

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: ¢4591001

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

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Unscheduled

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S || sample ID []
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

If no sample was collected or

to protocol, please provide reason:

sample was not collected according

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Feb/19/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

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:
eligible 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: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/19/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***

Page 141 of 418

FDA-CBER-2021-5683-0840949




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: ¢4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

1
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Header Text: ¢4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DEATH DETAILS CODED
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Death Details

1. | Date of Collection / Notification of
Death:

Cause of Death

2. || Cause of Death Status:

Cause of Death:

[]
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Visit: V101 _VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit
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Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Informed Consent - Further Vaccination

1. | Consent Was:
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Visit: V101 VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Inclusion Criteria Not Met

1
Not Met

Description of Inclusion Criterion

Exclusion CriteriaMet

2. Description of Exclusion

Criterion Met
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Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Disposition - Screening for Further Vaccination

1. | Date of
Compl etion/Discontinuation/Death

1

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]
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Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: SUBJECT STATUS

Form Status: Data Complete, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Subject Status
1. | Subject Status DISCONTINUED
2. | Subject Status Date Sep/8/2020
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Visit: Investigator Signature - Unschedul ed
Form Version: 22-Apr-2020 21:04

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form Status: Data Complete, Signed, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Audit Trail

Thisform requires signing by amember of each of the following signature groups:

e CRF_Sign
Name Signature Date Type Action
Meaning
Hector Approved Mar-08-2021 14:53:14 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

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

Page 150 of 418

*** Confidential***
FDA-CBER-2021-5683-0840958




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

Form

Aug-27-2020 14:00:51 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

Form

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

1

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done

Page
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

3

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done

Page
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

4

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

5

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done

Page
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

6

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

7

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

8

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

9

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done

Page
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

10

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - Comments
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

11

Oct-09-2020 17:30:55 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Done
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Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS- COVID - Comments
on Sep/02/2020

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment

Form | Sep-28-2020 16:46:07 (UTC-05:00) Eastern (b) (4), (b) (6) | NotApplicable
Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

1

Sep-28-2020 16:46:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
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Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2a

Sep-28-2020 16:46:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2a

Sep-28-2020 16:46:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2a

Sep-28-2020 16:46:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VITAL SIGNS- COVID - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2a

Sep-28-2020 16:46:07 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1- Unscheduled Visit Form: OXYGENATION PARAMETERS - Comments
on Sep/02/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment

Form | Sep-28-2020 16:07:43 (UTC-05:00) Eastern (b) (4), (b) (6) | NotApplicable
Time (US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

1

Sep-28-2020 16:07:43 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2

Sep-28-2020 16:07:43 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

3

Sep-28-2020 16:07:43 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item | Date User Comment

Form | Sep-28-2020 14:30:16 (UTC-05:00) Eastern (b) (4), (b) (6) | NotApplicable
Time (US & Canada)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

1

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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FDA-CBER-2021-5683-0840983
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable

Page 176 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

3

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

4

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

5

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:55
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

6

Sep-28-2020 14:30:16 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments
on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Item | Date User Comment
Form | Mar-05-2021 14:42:57 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)
Page 181 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

1

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable

Page 182 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

2

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

3

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

4

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable

Page 185 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

5

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

6

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

7

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

8

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable

Page 189 of 418

*** Confidential***

FDA-CBER-2021-5683-0840997




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Item

Date

User

Comment

9

Mar-05-2021 14:42:57 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

(b) (4)

Item | Date User Comment
Form | Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)
Form | Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable

Page 191 of 418
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FDA-CBER-2021-5683-0840999




Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

1 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

1 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

2 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

2 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)
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Header Text: ¢4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
3 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
3 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable

Time (US & Canada)

(b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

4 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

4 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)

Page 195 of 418
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Header Text: ¢4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
5 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
5 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable

Time (US & Canada)

(b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

6 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

6 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)
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Header Text: ¢4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
7 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
7 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable

Time (US & Canada)

(b) (4)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Version: 22-Apr-2020 21:03 Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment

8 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)

8 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4)
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Header Text: ¢4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Item | Date User Comment
9 Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
9 Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable

Time (US & Canada)

(b) (4)
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Header Text: ¢4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Comments
Form Status. Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Time (US & Canada)

(b) (4)

Item | Date User Comment
10 |Sep-15-2020 12:27:06 (UTC-05:00) Eastern (b) (4), (b) (6)
Time (US & Canada)
10 | Sep-14-2020 16:16:55 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
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Header Text: ¢4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Thisform requires signing by amember of each of the following signature groups:

e CRF_Sign
Name Signature Date Type Action
Meaning
Hector Approved Mar-08-2021 14:53:14 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

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

Hector Aguilar | N/A Mar-05-2021 14:40:16 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Feb-23-2021 14:14:23 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Feb-22-2021 10:19:16 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Page 202 of 418
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Hector Approved Feb-19-2021 12:44:00 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Feb-15-2021 11:46:17 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Nov-09-2020 13:49:03 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Nov-06-2020 15:48:44 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Oct-23-2020 17:04:04 (UTC-05:00) Eastern BOOK Signed

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

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Affidavit:

By my dated signature below, 1, HectorRodriguez, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) N/A Oct-23-2020 12:21:57 (UTC-05:00) Eastern Edit - All
(6) Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Oct-16-2020 17:56:34 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Select appropriate response - Protocol version

*** Confidential***

Date L ocation User Value Reason
Aug-27-2020 13:59:24 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 24 JUL 2020
Time (US & Canada) (b) (4)
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-27-2020 13:59:24 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar STAGE 3 COHORTS
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Consent Was:
Date L ocation User Value Reason
Aug-27-2020 13:59:30 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar OBTAINED
Time (US & Canada) (b) (4) Date Written Consent Obtained

Aug/27/2020

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-27-2020 13:59:13 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) | 11561044 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-27-2020 13:59:09 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6)/1957

Time (US & Canada)

3. Sex:

Date L ocation User Value Reason
Aug-27-2020 13:59:51 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar MALE

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

4. Ethnicity:

Date L ocation User Value Reason
Aug-27-2020 13:59:51 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar HISPANIC OR LATINO(A) OR

Time (US & Canada) (b) (4) OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-27-2020 13:59:51 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar WHITE
Time (US & Canada) (b) (4)
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Header Text: 4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Aug-27-2020 14:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/27/2020
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Completion/Discontinuation/Death
Date L ocation User Value Reason
Aug-27-2020 14:01:03 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/27/2020
Time (US & Canada) (b) (4)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-27-2020 14:01:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-27-2020 14:01:03 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar COMPLETED
Time (US & Canada) (b) (4)
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Header Text: ¢4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

la
Date L ocation User Value Reason
Aug-27-2020 14:03:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 1
Time (US & Canada) :

Medical History T hypertension

erm:

Start Date: UNK/UNK/2

002

Ongoing: YES
l.aLineg/MH Number:
Date L ocation User Value Reason
Aug-27-2020 14:03:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-27-2020 14:03:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar hypertension
Time (US & Canada) (b) (4)
1.a Start Date:
Date L ocation User Value Reason
Aug-27-2020 14:03:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar UNK/UNK/2002
Time (US & Canada) (b) (4)
1.a0Ongoing:
Date L ocation User Value Reason
Aug-27-2020 14:03:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
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Header Text: ¢4591001
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: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
1b
Date L ocation User Value Reason
Aug-27-2020 15:39:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Num 2
Time (US & Canada) ber:

Medical Histor Diabetes Mellitu

y Term: s Type2

Start Date: Feb/25/2020

Ongoing: YES

1.b Line/MH Number:

Date L ocation User Value Reason
Aug-27-2020 15:39:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 2

Time (US & Canada)

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

Date L ocation User Value Reason

Aug-27-2020 15:39:05 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Diabetes Méllitus Type 2

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

1.b Start Date:

Date L ocation User Value Reason

Aug-27-2020 15:39:05 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Feb/25/2020

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

1.b Ongoing:

Date L ocation User Value Reason

Aug-27-2020 15:39:05 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar YES

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

lc

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: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Aug-27-2020 15:46:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Numb 3
Time (US & Canada) er:

Medical History mild anxiety de

Term: pression

Start Date: UNK/UNK/201

0

Ongoing: YES
l.cLine/MH Number:
Date L ocation User Value Reason
Aug-27-2020 15:46:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
1.c Disease/Syndrome/Surgery/Non-Drug Allergies’Drug Allergies:
Date L ocation User Value Reason
Aug-27-2020 15:46:47 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar mild anxiety depression
Time (US & Canada) (b) (4)
1.c Start Date:
Date L ocation User Value Reason
Aug-27-2020 15:46:47 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar UNK/UNK/2010
Time (US & Canada) (b) (4)
1.c Ongoing:
Date L ocation User Value Reason
Aug-27-2020 15:46:47 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
1d
Date L ocation User Value Reason
Aug-27-2020 15:48:40 | ACVOPFEINFP6000 | Hector Data Entry: Transcription Error
(UTC-05:00) Eastern Aguilar LineeMH N 4
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

(b) (4)

umber:

Medical Hi chronic obstructiv
story Term: e pulmonary disea
se

Start Date: UNK/UNK/2018
Ongoing:  YES

Aug-27-2020 15:47:48 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) LineMH Nu 4
Time (US & Canada) mber:

Medical Hist obstructive pulm

ory Term:  onary disease

Start Date:  UNK/UNK/2018

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

1.d Line/MH Number:

Date L ocation User Value Reason
Aug-27-2020 15:47:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |4
Time (US & Canada)
1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-27-2020 15:48:40 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error
(UTC-05:00) Eastern Aguilar chronic obstructive pulmonary d
Time (US & Canada) (b) (4) isease
Aug-27-2020 15:47:48 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar obstructive pulmonary disease
Time (US & Canada) (b) (4)
1.d Start Date:
Date L ocation User Value Reason
Aug-27-2020 15:47:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar UNK/UNK/2018
Time (US & Canada) (b) (4)
1.d Ongoing:
Date L ocation User Value Reason
Aug-27-2020 15:47:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
le
Date L ocation User Value Reason
Aug-27-2020 15:48:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number 5
Time (US & Canada) :

Medical History T fatty liver

erm:

Start Date: UNK/UNK/2

018
Ongoing: YES
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

l.eLine/MH Number:

Date L ocation User Value Reason
Aug-27-2020 15:48:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Aug-27-2020 15:48:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar fatty liver
Time (US & Canada) (b) (4)
1l.eStart Date:
Date L ocation User Value Reason
Aug-27-2020 15:48:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar UNK/UNK/2018
Time (US & Canada) (b) (4)
1.e Ongoing:
Date L ocation User Value Reason
Aug-27-2020 15:48:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:

Date L ocation User Value Reason

Aug-27-2020 14:04:00 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Aug/27/2020

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

2. Weight:

Date L ocation User Value Reason

Aug-27-2020 15:49:05 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Aug-27-2020 15:49:05 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error

(UTC-05:00) Eastern Aguilar 87.05

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

Aug-27-2020 14:04:00 | ACVOPFEINFP6000 | auto query Query 1: Opened Weight 167.5is

(UTC-05:00) Eastern (autoquery) outside of Normal

Time (US & Canada) Range 25 - 136 for
kg or 50 - 300 for
Ib.

Aug-27-2020 14:04:00 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar 167.5

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

3. Unit:

Date L ocation User Value Reason

Aug-27-2020 14:04:00 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar kg

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

4. Height:

Date L ocation User Value Reason

Aug-27-2020 15:49:23 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Aug-27-2020 15:49:23 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error
(UTC-05:00) Eastern Aguilar 167.5
Time (US & Canada) (b) (4)
Aug-27-2020 14:04:00 | ACVOPFEINFP6000 | auto query Query 1: Opened Height 87.05is
(UTC-05:00) Eastern (autoquery) outside of Normal
Time (US & Canada) Range 140 - 198 for
cmor 55 - 80 for in.
Aug-27-2020 14:04:00 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 87.05
Time (US & Canada) (b) (4)
5. Unit:
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar cm
Time (US & Canada) (b) (4)
6. Body Mass | ndex:
Date L ocation User Value Reason
Aug-27-2020 15:49:23 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc) | 31.0
Time (US & Canada)
Aug-27-2020 15:49:05 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-05:00) Eastern (autocalc) |114.9
Time (US & Canada)
Aug-27-2020 14:04:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 221.0
Time (US & Canada)
7.a
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Record Identifier: 1
Time (US & Canada) (b) (4) :
Temperature: 98.3
Temperature Unit F
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Header Text: ¢4591001
Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

TemperatureLoc ORAL CAV

ation:: ITY

7.a Record | dentifier:
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4)
7.a Temperature:
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 98.3
Time (US & Canada) (b) (4)
7.aUnit:
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar F
Time (US & Canada) (b) (4)
7.a Temperature Location:
Date L ocation User Value Reason
Aug-27-2020 14:04:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar ORAL CAVITY
Time (US & Canada) (b) (4)
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Header Text: ¢4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: RANDOMIZATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Randomization Date :

*** Confidential***

Date L ocation User Value Reason
Aug-27-2020 14:04:25 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/27/2020
Time (US & Canada) (b) (4)
2. Randomization Number:
Date L ocation User Value Reason
Aug-27-2020 14:04:25 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 242969
Time (US & Canada) (b) (4)
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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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-27-2020 16:32:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-27-2020 16:32:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-27-2020 16:33:30 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-27-2020 16:32:17 | ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-27-2020 16:32:17 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Aug/27/2020
5a
Date L ocation User Value Reason
Aug-27-2020 16:33:30 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BP188W
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.a Sample|D
Date L ocation User Value Reason
Aug-27-2020 16:33:30 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP188W
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Aug-27-2020 16:33:39 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP188X
Time (US & Canada) (b) (4)
5.b Sample|D
Date L ocation User Value Reason
Aug-27-2020 16:33:39 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP188X
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Aug-27-2020 16:33:46 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BP188Y
Time (US & Canada) (b) (4)
5.c Sample D
Date L ocation User Value Reason
Aug-27-2020 16:33:46 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP188Y
Time (US & Canada) (b) (4)
5.d
Date L ocation User Value Reason
Aug-27-2020 16:34:15 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BPHRZJ
Time (US & Canada) (b) (4)

Page 221 of 418

FDA-CBER-2021-5683-0841029




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.d Sample ID
Date L ocation User Value Reason
Aug-27-2020 16:34:15 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRZJ
Time (US & Canada) (b) (4)
5.e
Date L ocation User Value Reason
Aug-27-2020 16:34:23 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BPHRZK
Time (US & Canada) (b) (4)
5.eSample|D
Date L ocation User Value Reason
Aug-27-2020 16:34:23 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRZK
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

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

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-27-2020 16:34:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-27-2020 16:34:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-27-2020 16:34:51 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-27-2020 16:34:37 | ACVOPFEINFPE000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Aug-27-2020 16:34:37 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Aug/27/2020
5a
Date L ocation User Value Reason
Aug-27-2020 16:34:51 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP189G
Time (US & Canada) (b) (4)
Page 223 of 418

*** Confidential***
FDA-CBER-2021-5683-0841031



090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Sample D
Date L ocation User Value Reason
Aug-27-2020 16:34:51 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP189G
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
2. Treatment Name
Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INJECTION
Time (US & Canada)
4. Dose Date Time:
Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/27/2020 11:52
Time (US & Canada) (b) (4)
5. Anatomical Location:
Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DELTOID MUSCLE
Time (US & Canada)
6. Body Side:
Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar LEFT
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Header Text: ¢4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

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

7. Route:

Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | INTRAMUSCULAR

Time (US & Canada)

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED O

Time (US & Canada) BSERVATION PERIOD

11. Wasthe subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Aug-27-2020 14:06:34 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
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Header Text: c4591001

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Aug-27-2020 14:06:40 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO - REACTOGENICITY E-DI
Time (US & Canada) (b) (4) ARY NOT COLLECTED FORT
HIS SUBJECT
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Header Text: c4591001
Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value |Reason

Oct-13-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Asper site

02:18:32 1: Clo | confirmation -

(UTC-05:00) sed updated PD tracker

Eastern Time

(Us&

Canada)

Oct-12-2020 | ACVOPFEINFP6000 Hector Aguilar Query | subject was out of

17:16:26 (b) (4) 1: An | window for V2

(UTC-05:00) swere

Eastern Time d

Us&

Canada)

Oct-12-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | PDQ: Date of visit at

16:34:19 (b) (4) 1:Op | V2 VAX2 L isout

(UTC-05:00) ened | of window for 20

Eastern Time daysfrom

(Us& V1 DAY1 VAX1 L

Canada) Dose Date. Please
verify and update.
(b) (4)

Oct-09-2020 | ACVOPFEINFP6000 Hector Aguilar Data | Initia Entry

17:30:08 (b) (4) Entry

(UTC-05:00) .

Eastern Time Oct/9/

Us& 2020

Canada)
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 15-Sep-2020 21:54

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Oct/9/2020
Time (US & Canada) (b) (4)
2a
Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Record | dentifier: 1
Time (US & Canada) (b) (4) :

Temperature: 98.3

Temperature Unit F

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4)
2.a Temperature:
Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 98.3
Time (US & Canada) (b) (4)
2.aUnit:
Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar F
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 15-Sep-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

2.a Temperature Location:

Date L ocation User Value Reason
Oct-09-2020 17:30:25 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar ORAL CAVITY
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2_L

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

Form Version: 22-Apr-2020 21:03

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-09-2020 17:53:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-09-2020 17:53:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-09-2020 17:53:19 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-09-2020 17:53:11 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Oct-09-2020 17:53:11 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Oct/9/2020
5a
Date L ocation User Value Reason
Oct-09-2020 17:53:19 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BR2Z0V
Time (US & Canada) (b) (4)
Page 231 of 418

*** Confidential***

FDA-CBER-2021-5683-0841039




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Sample D
Date L ocation User Value Reason
Oct-09-2020 17:53:19 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR2z0V
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Wasthere a temporary delay of vaccination?

*** Confidential***

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
2. Treatment Name
Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
3. Formulation:
Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
4. Dose Date Time:
Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
5. Anatomical Location:
Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
6. Body Side:
Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
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Header Text: c4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

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

7. Route:

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done

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

8. Actual Dose:

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done

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

9. Unit:

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done

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

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done

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

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

administration?

Date L ocation User Value Reason
Oct-09-2020 17:30:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Nov-06-2020 15:48:44 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Nov/6/2020
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-06-2020 16:47:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-06-2020 16:47:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-06-2020 16:47:45 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-06-2020 16:47:39 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Nov-06-2020 16:47:39 | ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Nov/6/2020
5a
Date L ocation User Value Reason
Nov-06-2020 16:47:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BR6OVW
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Sample D
Date L ocation User Value Reason
Nov-06-2020 16:47:45 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR69VW
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Nov-06-2020 16:49:54 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BRZPYH
Time (US & Canada) (b) (4)
5.b Sample|D
Date L ocation User Value Reason
Nov-06-2020 16:49:54 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRZPYH
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Nov-06-2020 16:50:00 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BRZPYJ
Time (US & Canada) (b) (4)
5.c Sample D
Date L ocation User Value Reason
Nov-06-2020 16:50:00 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRZPYJ
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Oct-02-2020 15:53:21 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 3: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Sep-30-2020 12:13:59 | ACVOPFEINFP6000 | (b) Query 3: Answered COMPLETE

(UTC-05:00) Eastern Eg‘g ©

Time (US & Canada)

Sep-10-2020 09:58:23 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 3: Reissued:Opened Clinical Query: ILL

(UTC-05:00) Eastern POTEN formis

Time (US & Canada) pending.

Sep-09-2020 11:37:35 | ACVOPFEINFP6000 | auto query Query 4: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-09-2020 11:36:53 | ACVOPFEINFP6000 | auto query Query 4: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Coallection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-09-2020 10:31:07 | ACVOPFEINFP6000 | (b) Query 3: Answered THEY ARE

(UTC-05:00) Eastern gg © ANSWERED

Time (US & Canada) WHEN
INFORMATION IS
RECEIVED.

Sep-04-2020 16:07:09 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 3: Opened Clinical Query: Per

(UTC-05:00) Eastern CRF CRs Section

Time (US & Canada) 8.26, please
complete COVID
TEST and ILL
POTEN forms.

Sep-03-2020 18:33:04 | ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Page 238 of 418

*** Confidential***
FDA-CBER-2021-5683-0841046




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Time (US & Canada)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Sep/02/2020

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Sep-03-2020 18:29:52 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern (ﬁ)‘ ) Sep/2/2020

Time (US & Canada) (b) (©)

Sep-03-2020 18:05:38 | ACVOPFEINFPS000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in the
Signs and Symptoms

form is missing.
Please review and

Time (US & Canada)

update as

appropriate.
Sep-03-2020 18:05:38 | ACVOPFEINFPG000 | auto query Query 1: Candidate Date of Visitis
(UTC-05:00) Eastern (autoquery) completed but Date

of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as

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

appropriate.
Sep-03-2020 18:05:38 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/3/2020
Time (US & Canada)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Sep-03-2020 18:05:38 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg (6) Sep/2/2020
Time (US & Canada)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ggg (6) Sep/1/2020
Time (US & Canada)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Feb-15-2021 19:33:06 | ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies
(UTC-05:00) Eastern (4), query
Time (US & Canada) (b) (6)
Feb-15-2021 11:46:17 | ACVOPFEINFP6000 | auto query Query 3: Answered New Information
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Feb-15-2021 11:46:17 | ACVOPFEINFP6000 |Hector Aguilar | Data Entry: New Information
(UTC-05:00) Eastern (b) (4) NO
Time (US & Canada) Date of Last Symptom Resol
ved:
Sep/29/2020
Feb-15-2021 09:19:35 | ACVOPFEINFPE000 |(b) (4), Query 3: Opened Please confirm the
(UTC-05:00) Eastern (b) (6) symptoms are still
Time (US & Canada) ongoing for this
COVID llIness. If
al symptoms for
thisillness are
resolved; please
update the Last
Symptoms
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Resolved Date else
clarify.

Oct-29-2020 11:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP000 | (b) (4); (b)
(6)

Query 2: Closed

Site has confirmed
Ssymptoms ongoing
(i.e., sequelae);
clinical agrees
ongoing

Oct-28-2020 18:45:45
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 |(b)
(4)

(b) (6)

Query 2: Answered

CRF CG DOES
NOT PROVIDE
GUIDANCE ON
COVID-19
ILLNESSES
WHICH CAUSE
SEQUELAE.

Oct-28-2020 09:51:00
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b)
(6)

Query 2: Opened

DM Query:
Convalescent visit
occurred but Date
of Last Symptom
Resolved is
missing. Please
confirm symptoms
are still ongoing. If
symptoms have
resolved update
response for
Symptom ongoing
as'No' and add date
resolved.

Oct-14-2020 14:04:15
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 | (b) (4); (b)
(6)

Query 1: Closed

Per clinica - no
further response
needed at thistime.
Symptoms ongoing
should remain as
Yes per site's
previous response

Oct-14-2020 08:35:37

ACVOPFEINFPS000 |(b) (4),

Query 1: Reissued:Opened

DM: Thanks for the

*** Confidential***

(UTC-05:00) Eastern (b) (6) response, However
Time (US & Canada) If resolved, please
update response and
provide resolution
date.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Oct-12-2020 15:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 Eb;
4),
(b) (6)

Query 1: Answered

THE COVID-19
ILLNESSIS
RESOLVED WITH
SEQUELAE.
THEREISNO
GUIDANCE ON
HOW TO ENTER
DATA FOR THIS
EVENT.

Oct-12-2020 15:53:22 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM Query:

(UTC-05:00) Eastern (6) Convalescent visit

Time (US & Canada) has occurred.
Please confirm
symptoms are
ongoing. If
resolved, update
response and
provide resolution
date.

Sep-03-2020 18:32:50 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern Eﬁg - YES

Time (US & Canada)

4.a

Date L ocation User Value Reason

Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern A Symptoms: FEVER

Time (US & Canada) Symptom Present: YES

4.a Symptoms:

Date L ocation User Value Reason

Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 FEVER

Time (US & Canada)

4.a Was symptom present?

Date L ocation User Value Reason

Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | P ®€ Data Entry: Initial Entry
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Not Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
(UTC-05:00) Eastern (b) (4), YES
Time (US & Canada) (b) (6)
4b
Date L ocation User Value Reason
Sep-03-2020 18:32:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern EIB © Symptoms NEW OR INCRE
Time (US & Canada) : ASED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 2:,‘)' @ NEW OR INCREASED COUG
Time (US & Canada) H
4.b Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 223 (6) YES
Time (US & Canada)
4.c
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg‘g - Sympto NEW OR INCREAS
Time (US & Canada) ms: ED SHORTNESS OF

BREATH
Sympto YES
m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Not Complete

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.c Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gﬁg - NEW OR INCREASED SHOR
Time (US & Canada) TNESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 YES
Time (US & Canada)
4d
Date L ocation User Value Reason
Sep-28-2020 17:03:13 | ACVOPFEINFP6000 | (b) Data Entry: New Information
(UTC-05:00) Eastern Eﬁg - Symptoms: CHILLS
Time (US & Canada) Symptom Present: YES
Sep-03-2020 18:32:50 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern - Symptoms; CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; & CHILLS
Time (US & Canada)
4.d Was symptom present?
Date L ocation User Value Reason
Sep-28-2020 17:03:13 | ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern g‘tg - YES
Time (US & Canada)
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - NO
Time (US & Canada)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Not Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
de
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Symptom NEW OR INCREA
Time (US & Canada) s: SED MUSCLE PAI
N

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' ) NEW OR INCREASED MUSC
Time (US & Canada) () (©) LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; & YES
Time (US & Canada)
41
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gﬁ; & Symptom NEW LOSSOF T
Time (US & Canada) s ASTE OR SMELL

Symptom NO

Present:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Not Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4.f Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NEW LOSS OF TASTE OR S
Time (US & Canada) MELL
4.f Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada)
49
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg'(s) Sympto  NEW OR INCREA
Time (US & Canada) ms: SED SORE THRO
AT

Sympto YES

m Presen

t:
4.9 Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NEW OR INCREASED SORE
Time (US & Canada) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - YES
Time (US & Canada)
4.h
Date L ocation User Value Reason
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Sep-28-2020 17:03:20 | ACVOPFEINFP6000 | (b) Data Entry: New Information
(UTC-05:00) Eastern Eﬁg'(e) Symptoms: DIARRHE
Time (US & Canada) A

Symptom Presen YES

t:
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern g‘g - Symptoms: DIARRHE
Time (US & Canada) A

Symptom Presen NO

t:
4.h Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © DIARRHEA
Time (US & Canada)
4.h Was symptom present?
Date L ocation User Value Reason
Sep-28-2020 17:03:20 | ACVOPFEINFPG000 | (b) Data Entry: New Information
(UTC-05:00) Eastern Eﬁ; - YES
Time (US & Canada)
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘gg - NO
Time (US & Canada)
4.
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg‘g o Symptoms: VOMITIN
Time (US & Canada) G

Symptom Presen NO

t:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Sep/02/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Not Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

4.i Symptoms:
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 VOMITING
Time (US & Canada)
4.i Was symptom present?
Date L ocation User Value Reason
Sep-03-2020 18:32:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern gg ©

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:18:36 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:18:48 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:19:02 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:19:18 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-08-2020 18:28:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §23 - Sep/3/2020
Time (US & Canada)
2. Specimen Type:
Date L ocation User Value Reason
Sep-08-2020 18:28:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §.‘3 (6) SWABBED MATERIAL
Time (US & Canada)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg © NASOPHARY NX
Time (US & Canada)
4. Assay Code and Description:
Date L ocation User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR
Time (US & Canada) OME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES
Time (US & Canada) T
6. Trade Name:
Date L ocation User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 (E) (g), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) @) LABCORP COVID-19 RT-PC
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

(b) (4), (b) (6) |RTEST

*** Confidential***

7. Test Result:
Date Location User Value Reason
Sep-08-2020 18:28:37 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © POSITIVE
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg - Sep/8/2020

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 NASOPHARY NX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason

Sep-28-2020 14:18:36 ACVOPFEINFPE000 |Y@®€ Data Entry: Initial Entry
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Time (US & Canada)

() (6)

(UTC-05:00) Eastern (b) (4), THERMOFISHER APPL BIO
Time (US & Canada) (b) (6) TAQPATH COVID-19 COMB

OKIT
7. Test Result:
Date L ocation User Value Reason
Sep-28-2020 14:18:36 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) POSITIVE

*** Confidential***
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg - Sep/9/2020

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 NASOPHARY NX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason

Sep-28-2020 14:18:48 ACVOPFEINFPE000 |Y@®€ Data Entry: Initial Entry
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

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

THERMOFISHER APPL BIO
TAQPATH COVID-19 COMB
OKIT

Time (US & Canada)

() (6)

7. Test Result:

Date L ocation User Value Reason
Sep-28-2020 14:18:48 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) POSITIVE

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg - Sep/14/2020

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 NASOPHARY NX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason

Sep-28-2020 14:19:02 ACVOPFEINFP6000 |@®@®¢ Data Entry: Initial Entry
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Time (US & Canada)

() (6)

(UTC-05:00) Eastern (b) (4), THERMOFISHER APPL BIO
Time (US & Canada) (b) (6) TAQPATH COVID-19 COMB

OKIT
7. Test Result:
Date L ocation User Value Reason
Sep-28-2020 14:19:02 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) POSITIVE

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg - Sep/15/2020

Time (US & Canada)

2. Specimen Type:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 SWABBED MATERIAL

Time (US & Canada)

3. Specimen Collection Location:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 NASOPHARY NX

Time (US & Canada)

4. Assay Code and Description:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDR

Time (US & Canada) OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Time (US & Canada) T

6. Trade Name:

Date L ocation User Value Reason

Sep-28-2020 14:19:18 ACVOPFEINFPE000 |Y@®€ Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
on Sep/02/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
(UTC-05:00) Eastern (b) (4), THERMOFISHER APPL BIO
Time (US & Canada) (b) (6) TAQPATH COVID-19 COMB
OKIT
7. Test Result:
Date L ocation User Value Reason
Sep-28-2020 14:19:18 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 NEGATIVE
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-21-2020 16:41:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

Sep-17-2020 09:27:32 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)

Sep-03-2020 18:35:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Sep-21-2020 16:41:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

Sep-17-2020 09:27:32 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)

Sep-03-2020 18:35:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Sep-21-2020 16:41:08 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO

Time (US & Canada)

Sep-17-2020 09:27:32 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-17-2020 09:27:32 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed

Page
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Sep/02/2020 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern (b) (4) Information

Time (US & Canada)

Sep-17-2020 09:27:07 | ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample Collected?

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

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

Sep-09-2020 11:37:48 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-09-2020 11:37:35 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

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

Time (US & Canada)

barcodes are
entered Please
review and correct

as appropriate.
Sep-09-2020 11:37:35 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern “) YES

Time (US & Canada)

() (6)

Date of Collection:

Sep/3/2020
Sep-03-2020 18:35:18 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) NO

Time (US & Canada)

() (6)

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

Date L ocation User Value Reason
Sep-21-2020 16:41:08 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E;g o SWAB COLLECTED ON-SIT
Time (US & Canada) E USING SUBJECT'S SELF-S
WAB KIT

Sep-09-2020 11:37:42 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern gg ©
Time (US & Canada)
Sep-03-2020 18:35:18 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - SWAB PFE
Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a
Date L ocation User Value Reason
Sep-17-2020 09:27:07 ACVOPFEINFP6000 |Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Sample | D: RW90537 Information
Time (US & Canada) (DELETED)
Sep-09-2020 11:37:48 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - Sample | D: RW90537
Time (US & Canada)
5.a Sample D
Date L ocation User Value Reason
Sep-17-2020 09:27:07 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) RW90537 Information
Time (US & Canada) (DELETED)
Sep-09-2020 11:37:48 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁi - RW90537
Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-03-2020 18:33:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-03-2020 18:33:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Sep-22-2020 08:12:33 | ACVOPFEINFPE000 |(b) (4), (b) Query 5: Closed Response satisfies

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

Time (US & Canada)

Sep-21-2020 14:56:19 | ACVOPFEINFP6000 | (b) Query 5: Answered THESE DATES DO

(UTC-05:00) Eastern (ﬁ)' ) NOT NEED TO

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

Sep-19-2020 07:00:03 | ACVOPFEINFPE000 |(b) (4), Query 5: Reissued:Opened DM:Date of sample

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

Time (US & Canada) 03/Sep/2020 is
different from Date
of Visit 02/Sep
/2020.please review
and update the date
as appropriate.

Sep-17-2020 09:26:49 | ACVOPFEINFP6000 | Hector Aguilar | Query 5: Answered Origina valueis

(UTC-05:00) Eastern (b) (4) correct

Time (US & Canada)

Sep-17-2020 09:25:04 | ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Sep/02/2020 Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Sep-17-2020 09:24:31 | ACVOPFEINFP6000 | auto query Query 6: Candidate ‘Sampl e Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-17-2020 09:24:31 | ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collection
(UTC-05:00) Eastern (autoquery) 03/Sep/2020is
Time (US & Canada) different from Date
of Visit 02/Sep/2020.
Please review and
update as
appropriate, else
clarify.
Sep-17-2020 09:24:31 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed Information
(UTC-05:00) Eastern (b) (4) YES

Time (US & Canada)

Date of Collection:

Sep/3/2020

Sep-10-2020 03:44:05 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Time (US & Canada)

Sep-09-2020 11:37:06 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-09-2020 11:36:58 | ACVOPFEINFP6000 | auto query Query 4. Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-09-2020 11:36:53 | ACVOPFEINFP6000 | auto query Query 4: Opened ‘Sample Collected?

(UTC-05:00) Eastern (autoquery) ismarked as No and

Time (US & Canada) 'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.

Sep-09-2020 11:36:53 | ACVOPFEINFP6000 | auto query Query 3: Opened Response to "Sample
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern (autoquery) Collected?' isNo,
Time (US & Canada) but Barcodes are
present on the page.
Sep-09-2020 11:36:53 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)’ ) NO
Time (US & Canada) () ©)
Sep-09-2020 10:06:56 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-09-2020 10:06:33 | ACVOPFEINFPE000 |(b) Query 1: Answered YES, SWAB WAS
(UTC-05:00) Eastern (ﬁ)’ ) COLLECTED
Time (US & Canada) (b) (6) ON-SITE USING
SUBJECT'SHOME
SELF-SWAB KIT
Sep-07-2020 05:03:12 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissued:Opened DM1: Thanks for
(UTC-05:00) Eastern (6) response. Please
Time (US & Canada) verify and confirm if
sample was collected
using Self Swab kit.
Else clarify.
Sep-07-2020 04:56:50 | ACVOPFEINFPS000 | (b) (4), (b) Query 2: Opened 'Sample Collected?
(UTC-05:00) Eastern (6) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-03-2020 18:34:49 | ACVOPFEINFP6000 |(b) Query 1. Answered PER CRF
(UTC-05:00) Eastern (;")' COMPLETION
Time (US & Canada) () (©) REQUIREMENTS
DOV ILL ISTHE
DATE THAT THE
FIRST
ASSESSMENTS
TOOK PLACE,
AND NOT
NECESSARILY
THE DATE THAT
THE SWAB WAS
OBTAINED.
Sep-03-2020 18:33:04 | ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample Collected?
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-03-2020 18:33:04 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection
(UTC-05:00) Eastern (autoquery) 03/Sep/2020 is
Time (US & Canada) different from Date
of Visit 02/Sep/2020.
Please review and
update as
appropriate, else
clarify.
Sep-03-2020 18:33:04 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) YES

Time (US & Canada)

(b) (6)

Date of Collection:

Sep/3/2020

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

Date L ocation User Value Reason
Sep-21-2020 16:40:54 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern E;g -
Time (US & Canada)
Sep-09-2020 11:36:58 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eg o SWAB COLLECTED ON-SIT
Time (US & Canada) E USING SUBJECT'S SELF-S
WAB KIT

5a
Date L ocation User Value Reason
Sep-17-2020 09:25:04 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Sample |D: RW90537
Time (US & Canada)
Sep-09-2020 11:37:06 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern E‘bl;’ ©) Sample|D:
Time (US & Canada)
Sep-09-2020 10:06:56 ACVOPFEINFP6000 |P@®¢ Data Entry: Initial Entry
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern (b) (4), Sample | D: RW90537

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

5.a SampleID

Date L ocation User Value Reason

Sep-22-2020 08:40:31 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies

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

Time (US & Canada)

Sep-21-2020 16:41:21 | ACVOPFEINFP6000 |(b) Query 3: Answered SWAB

(UTC-05:00) Eastern Eﬁ; - COLLECTED

Time (US & Canada) ON-SITE USING
SUBJECT'S
SELF-SWAB KIT

Sep-20-2020 06:44:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Closed Query re-issued.

(UTC-05:00) Eastern

Time (US & Canada)

Sep-20-2020 06:44:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 3: Opened DM1: Thanks for

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

response. Please
verify and confirm
if the Self Swab kit
was used. If yes,
please update
provided datain
Self swab form.
Else clarify.

Sep-20-2020 06:17:16
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 2: Reissued:Opened DM Re-query:
Thanksfor the
response. Barcode
reported RW90537
is not 6 characters
in length. Kindly
recheck and update
the barcode
accordingly, else

clarify.

Sep-17-2020 09:25:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

SWAB
COLLECTED
ON-SITEUSING
SUBJECT'S
SELF-SWAB KIT

Hector Aguilar

(b) (4)

Query 2: Answered

*** Confidential***
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Sep-17-2020 09:25:04 | ACVOPFEINFP6000 | auto query Query 2: Opened Barcode is not 6

(UTC-05:00) Eastern (autoquery) charactersin length.

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

Sep-17-2020 09:25:04 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (4) RW90537

Time (US & Canada)

Sep-10-2020 03:43:42 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Time (US & Canada)

Sep-09-2020 11:37:06 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern Eﬁg -

Time (US & Canada)

Sep-09-2020 10:07:24 | ACVOPFEINFP6000 |(b) Query 1: Answered AWAITING

(UTC-05:00) Eastern Eﬁg - FURTHER

Time (US & Canada) GUIDANCE ON
OBTAINING
SAMPLES
ON-SITEUSING
HOME
SELF-SWAB KIT

Sep-09-2020 10:06:56 | ACVOPFEINFP6000 | auto query Query 1: Opened Barcodeis not 6

(UTC-05:00) Eastern (autoquery) charactersin length.

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

Sep-09-2020 10:06:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Eﬁ; - RW90537

Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Oct-13-2020 14:06:58 ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-05:00) Eastern (ﬁ)' @ Typeof Practi SPECIALIST
Time (US & Canada) tioner:
Occurrenceof YES
Visitsor Cont  Number of i
acts: sitsor Conta
cts:
1
Sep-03-2020 18:35:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ;'(e) Type of Practitioner SPECIA
Time (US & Canada) : LIST
Occurrence of Visit NO
sor Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; & SPECIALIST
Time (US & Canada)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Oct-13-2020 14:06:58 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern g‘tg - YES
Time (US & Canada) Number of Misits or Contacts:
1
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘tg - NO
Time (US & Canada)
1b
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Date L ocation User Value Reason
Sep-22-2020 15:32:32 | ACVOPFEINFP6000 (2) Data Entry: New Information
(UTC-05:00) Eastern Eb;'(B) Type of Practi EMERGENC

Time (US & Canada) tioner: Y ROOM

Occurrence of YES
Visitsor Cont  Number of M

acts: sitsor Conta
cts:
1
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ﬁg'@ Type of Practitio EMERGEN
Time (US & Canada) ner: CY ROOM
Occurrenceof V NO
isitsor Contacts
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E;‘§ o EMERGENCY ROOM
Time (US & Canada)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-22-2020 15:32:32 | ACVOPFEINFPG000 | (b) Data Entry: New Information
(UTC-05:00) Eastern @ YES

Time (US & Canada)

(b) (6)

Number of Visits or Contacts:

1
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg - NO
Time (US & Canada)
1.c
Date L ocation User Value Reason
Sep-30-2020 14:27:27 | ACVOPFEINFP6000 |P@©¢ Data Entry: New Information
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

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

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

Typeof Pract PRIMARY CA
itioner: RE PHYSICIA
N

Occurrenceo YES

f Visitsor Co Number of i

ntacts: sitsor Conta
cts:

5

Sep-28-2020 18:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 Eb;
4),
(b) (6)

Data Entry:

Typeof Pract PRIMARY CA

itioner: RE PHYSICIA
N

Occurrenceo YES

f Visitsor Co  Number of i

ntacts: sitsor Conta
cts:.

3

New Information

Sep-03-2020 18:35:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 Eb;
4),
(b) (6)

Data Entry:

Typeof Pract PRIMARY CA

itioner: RE PHYSICIA
N

Occurrenceo YES

f Visitsor Co  Number of i

ntacts: sitsor Conta
cts:

2

Initial Entry
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 PRIMARY CARE PHYSICIA
Time (US & Canada) N
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-30-2020 14:27:27 | ACVOPFEINFPE000 | (b) Data Entry: New Information
(UTC-05:00) Eastern Eﬁ; - YES
Time (US & Canada) Number of Misits or Contacts:

5
Sep-28-2020 18:07:15 | ACVOPFEINFP6000 | (b) Data Entry: New Information
(UTC-05:00) Eastern E‘gg - YES
Time (US & Canada) Number of Misits or Contacts:

3
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern g‘gg - YES
Time (US & Canada) Number of Misits or Contacts:

2
1d
Date L ocation User Value Reason
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg (6) Type of Practitione URGENT
Time (US & Canada) r: CARE

Occurrenceof Viss NO
tsor Contacts:
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.d Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0841085

Date L ocation User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 URGENT CARE
Time (US & Canada)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada)
le
Date L ocation User Value Reason
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 (2) Data Entry: Initial Entry
(UTC-05:00) Eastern gbg'(s) Type of Practi TELEPHONE
Time (US & Canada) tioner: CONSULTAT
ION

Occurrenceof NO

Visitsor Cont

acts.
1.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - TELEPHONE CONSULTATIO
Time (US & Canada) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada)
1f
Date L ocation User Value Reason
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-03-2020 18:35:52 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg’ ) Typeof Practitioner: OTH
Time (US & Canada) ER

Occurrence of Visitso NO

r Contacts:
1.f Physician or Healthcare Professional:
Date Location User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © OTHER
Time (US & Canada)
1.f Occurrence of Visits or Contacts:
Date Location User Value Reason
Sep-03-2020 18:35:52 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © NO
Time (US & Canada)
3. Hasthe subject been hospitalized due to potential COVID-19 iliness?
Date Location User Value Reason
Nov-16-2020 14:02:00 | ACVOPFEINFPE000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

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

query

Nov-16-2020 10:22:35
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Answered

I'M NOT QUITE
SURE HOW ELSE
TO EXPLAIN
THAT THIS
INFORMATION IS
NOT
APPLICABLE. WE
HAVE OBTAINED
HUNDREDS OF
PAGES OF
RECORDS WHICH
CONTAIN VITALS,
BUT NONE
INDICATIVE OF
SEVERE
SYSTEMIC
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

ILLNESS.

Nov-15-2020 13:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

Clin: VITALSCOV
information should
be available but has
not been entered.
Please make every
effort to obtain.

Nov-15-2020 11:21:20
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b)
4

() (6)

Query 1: Answered

ALL APPLICABLE
INFORMATION
HASALREADY
BEEN ENTERED.

Nov-14-2020 18:10:43
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1. Opened

Clinical Query: As
this subject was
hospitalized, please
enter on the CRF
form any available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain these
information.

Sep-22-2020 15:32:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG6000

(b)
(OF
(b) (6)

Data Entry:
YES

Has the subject been in inten
sive care due to potential CO

New Information

Time (US & Canada)

(b) (6)

VID-19illness?
YES
Sep-03-2020 18:35:52 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail
on Sep/02/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-22-2020 15:32:57 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern gg ©

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001
Visit; POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail

on Sep/02/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-22-2020 15:33:58 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Sep-22-2020 15:32:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS
Time (US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Sep-22-2020 15:32:57 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gj‘; (6) HOSPITAL
Time (US & Canada)
3. Admission Date;
Date L ocation User Value Reason
Sep-22-2020 15:34:07 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern gg © Sep/5/2020
Time (US & Canada)
Sep-22-2020 15:32:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - Sep/2/2020
Time (US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Sep-22-2020 15:32:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada) Discharge Date:
Sep/19/2020
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:02

Form Status. Data Complete, Frozen, Verified

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Hospitalization Category:

*** Confidential***

FDA-CBER-2021-5683-0841091

Date L ocation User Value Reason
Sep-22-2020 15:33:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS
Time (US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Sep-22-2020 15:33:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - ICU
Time (US & Canada)
3. Admission Date:
Date L ocation User Value Reason
Sep-22-2020 15:33:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/5/2020
Time (US & Canada)
4. Ongoing?
Date L ocation User Value Reason
Sep-22-2020 15:33:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO
Time (US & Canada) Discharge Date:
Sep/19/2020
Page 283 of 418




Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern gg ©

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. What isthe treatment | dentifier?

Date Location User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | YES
Time (US & Canada)
3. Treatment:
Date L ocation User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern El‘g' ) HIGH FLOW OXYGEN THER
Time (US & Canada) APY
4. Treatment:
Date L ocation User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HIGH FLOW OXYGEN THERAP
Time (US & Canada) Y
5. Start Date:
Date Location User Value Reason
Sep-22-2020 15:45:45 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg © Sen/5/2020
Time (US & Canada)
6. Ongoing?
Date Location User Value Reason
Oct-08-2020 10:01:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies
(UTC-05:00) Eastern (6) query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)
Oct-06-2020 15:35:52 | ACVOPFEINFP6000 |(b) Query 1: Answered THAT ISTHE
(UTC-05:00) Eastern Eﬁ; 5 LAST TIMEIT
Time (US & Canada) WAS
MENTIONED
Oct-05-2020 17:31:06 | ACVOPFEINFPS000 |(b) (4), (b) Query 1: Opened Please review and
(UTC-05:00) Eastern (6) confirm, the end
Time (US & Canada) date of 09Sep2020
isnot clearly
documented in the
hospital records.
Sep-22-2020 15:45:45 | ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ% - NO
Time (US & Canada) End Date;
Sep/9/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Sep-30-2020 12:11:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES

Time (US & Canada) S

2. Was a diagnosis obtained for Potential COVID-19 |lIness?

Date L ocation User Value |Reason

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Requeried on

11:17:.07 2: Clos |EOT CRF.

(UTC-05:00) ed

Eastern Time

(Us&

Canada)

Oct-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ Clinical Query:

08:04:51 2: Open | [DM, please

(UTC-05:00) ed unlock EOT

Eastern Time CRF] Assubject

(Us& has confirmed

Canada) COVID-19 and
EOT CRF
completed with
Status of "No
longer meets an
eligibility
criteria’, please
enter "exclusion
criterion 5" in
Specify Status
field of EOT
CRF.

Oct-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ Clinical Query:

22:43:53 2: Cand | [DM, please

(UTC-05:00) idate unlock EQOT

Eastern Time CRF] As subject

(US& has confirmed

Canada) CoVID-19 and
EOT CRF
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

completed with
Status of "No
longer meets an
eligibility
criteria’, please
enter "exclusion
criterion 5" in
Specify Status
field of EOT
CRF.
Oct-07-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Discrepancy has
19:43:56 (b) (4) 1: Clos | been closed.
(UTC-05:00) ed
Eastern Time
Us&
Canada)
Oct-07-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query | Changed
17:15:15 1: Ans | Information
(UTC-05:00) wered
Eastern Time
(Us&
Canada)
Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |Changed
17:15:15 ntry: Information
(UTC-05:00) YES
Eastern Time Respi
(US& ratory
Canada) IlInes
sDia
gnosis
CO
VID
-19
PNE
UM
ONI
A
Date
of Dia
gnosis
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep/
5/20
20
Oct-05-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Please update
08:35:33 (6) 1: Reiss | the respiratory
(UTC-05:00) ued:Op |illnessdiagnosis
Eastern Time ened with the primary
(Us& respiratory
Canada) diagnosis or the
most severe.
Oct-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |1 DONOT
18:41:42 1: Ans |BELIEVE
(UTC-05:00) wered | WHAT YOU'RE
Eastern Time SUGGESTING
(Us& ISPOSSIBLE.
Canada) FROM WHAT |
CAN SEE THE
ILLNESS
DETAILS
FORM DOES
NOT ALLOW
MULTIPLE
ENTRIES.
Sep-30-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Multiple
16:13:26 (b) (4) 1: Open | conceptsin the
(UTC-05:00) ed term ACUTE
Eastern Time RESPIRATORY
(Us& FAILURE
Canada) SECONDARY
TO COVID-19
PNEUMONIA.
Split theterm
into ACUTE
RESPIRATORY
FAILURE and
COVID-19
PNEUMONIA
and submit
Separately.
Thank you.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Sep/02/2020

Form Version: 06-Jul-2020 21:52

Site No: 1156

Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sep-30-2020
12:11:24
(UTC-05:00)
Eastern Time
(Us&
Canada)

ACVOPFEINFP6000

(b) (4), (b) (6) DataE | Initial Entry

ntry:

YES
Respi
ratory
IlInes
sDia
gnosis

AC
UTE
RES
PIR
ATO
RY
FAI
LU
RE
SEC
ON
DA
RY
TO
CO
VID
-19
PNE
UM
ONI
A

Date
of Dia
gnosis

Sep/
5/20
20

3. Toxicity Grade:

Date

L ocation

User Value Reason
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Header Text: c4591001

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Sep/02/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-30-2020 12:11:24 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 4
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Audit Trail

on Sep/02/2020

Form Version: 17-Jul-2020 21:55 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-30-2020 12:12:47 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern gg ©

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Audit Trail

on Sep/02/2020

Form Version: 17-Jul-2020 21:55 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-30-2020 12:13:48 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 17-Jul-2020 21:55

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Sep-30-2020 12:12:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE COVID-19 ILLNESS

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Sep-30-2020 12:12:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gl‘gl ®) SIGNIFICANT ACUTE RENA

Time (US & Canada) L DYSFUNCTION

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Oct-22-2020 05:51:02 | ACVOPFEINFP6000 | Sandip Query 1: Closed Closed per site

(UTC-05:00) Eastern Namdeorao response.

Time (US & Canada) Suryawanshi

(b) (4)

Oct-21-2020 14:33:10 ACVOPFEINFP6000 |(b) Query 1: Answered BOTH DATES

(UTC-05:00) Eastern E‘tg - CONFIRMED.

Time (US & Canada) DIAGNOSIS
OBTAINED FROM
LAB AND
HOSPITAL
RECORDS.

Oct-21-2020 06:19:44 | ACVOPFEINFP6000 | Sandip Query 1: Opened DM Query: Start

(UTC-05:00) Eastern Namdeorao date 3Sep20 is not

Time (US & Canada) Suryawanshi matching with date

(b) (4) of visit 2Sep20.

Kindly verify both
the dates and
confirm. Else
clarify. Thank you.

Sep-30-2020 12:12:47 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Egg - YES

Time (US & Canada) Diagnosis:
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESSDETAILS - SEVERE - eCRF Audit Trail History
on Sep/02/2020
Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
ACUTE RENAL AZOTE
MIA
Start Date:
Sep/3/2020
Ongoing?:
YES
4. Toxicity Grade:
Date L ocation User Value Reason
Sep-30-2020 12:12:47 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © 2
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 17-Jul-2020 21:55

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason

Sep-30-2020 12:13:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | SEVERE COVID-19 ILLNESS

Time (US & Canada)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason

Sep-30-2020 12:13:48 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 SIGNIFICANT ACUTE HEPA

Time (US & Canada) TIC DYSFUNCTION

3. Was a diagnosis obtained?

Date L ocation User Value Reason

Oct-22-2020 05:51:29 | ACVOPFEINFP6000 | Sandip Query 1. Closed Response satisfies

(UTC-05:00) Eastern Namdeorao query

Time (US & Canada) Suryawanshi

(b) (4)

Oct-21-2020 14:33:22 | ACVOPFEINFP6000 |(b) Query 1. Answered BOTH DATES

(UTC-05:00) Eastern gg © CONFIRMED.

Time (US & Canada) DIAGNOSIS
OBTAINED FROM
LAB AND
HOSPITAL
RECORDS.

Oct-21-2020 06:20:09 | ACVOPFEINFP6000 | Sandip Query 1: Opened DM Query: Start

(UTC-05:00) Eastern Namdeorao date 3Sep20 is not

Time (US & Canada) Suryawanshi matching with date

(b) (4) of visit 2Sep20.

Kindly verify both
the dates and
confirm. Else
clarify. Thank you.

Sep-30-2020 12:13:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern E‘b‘; © YES

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

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 17-Jul-2020 21:55

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

ACUTE LIVER DY SFUN
CTION

Time (US & Canada)

(b) (6)

Start Date:
Sep/3/2020
Ongoing?:
NO
End Date:
Sep/9/2020
4. Toxicity Grade:
Date L ocation User Value Reason
Sep-30-2020 12:13:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) 2
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:49

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern gg ©
Time (US & Canada)
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

1. Lab Pandl:

Date L ocation User Value Reason

Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | CLINICAL CHEMISTRY

Time (US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-16-2020 13:10:28 | ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Oct-16-2020 12:15:25 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-16-2020 12:15:25 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (4) Finlay Clinical Laboratory 330

Time (US & Canada) SW 27th Ave Ste # 101 Miami,

FL 33135

Oct-15-2020 14:08:39 | ACVOPFEINFP6000 | Balgji Prabu R | Query 1: Opened Thereisainvalid

(UTC-05:00) Eastern (b) (4) character (Carriage

Time (US & Canada) returns) found in
the lab name and
addressfield.
Please re-enter the
|ab name and
address with out
adding spaces
before and after
term and without
pressing enter key.

Sep-28-2020 15:45:14 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg © Finlay Clinical Laboratory

Time (US & Canada) 330 SW 27th Ave Ste# 101

Miami, FL 33135
3. Collection Date:
Date L ocation User Value Reason
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Sep/02/2020

Form Version: 21-Aug-2020 02:49

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sep-28-2020 15:45:14 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/5/2020
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5.a
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 329
Time (US & Canada) d Identifier:
Test:: C Reactive Prot
ein_PX329
Result:: 0.8
Not Done::
Lab Normal Ra Low
nge: 0.0
High
0.9
Unit
mg/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 329
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 (E) (4, Data Entry: Initial Entry
(UTC-05:00) Eastern ©)© C Reactive Protein_PX329
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Time (US & Canada) (b) (4), (b) (6)
5.a Result:
Date Location User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © 0.8
Time (US & Canada)
5aLNMT
Date Location User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © Low
Time (US & Canada) 0.0
High
0.9
Unit
mg/dL
5.b
Date L ocation User Value Reason
Sep-28-2020 15:47:37 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defi 30
Time (US & Canada) ned | dentifie
r:
Test:: Alanine Aminot
ransferase PX3
0
Result:: 156
Not Done::
Lab Normal Low
Range: 14
High
63
Unit
u/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Sep/02/2020

Form Version: 21-Aug-2020 02:49

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Sep-28-2020 15:45:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000 gbg
4
(b) (6)

Data Entry:
Sponsor -Defi
ned | dentifie
r:

Test::

Result::
Not Done::

Lab Normal
Range:

Initial Entry

Alanine Aminot
ransferase PX3
0
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.b Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:47:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Alanine Aminotransferase_PX3
Time (US & Canada) 0
5.b Result:
Date L ocation User Value Reason
Sep-28-2020 15:47:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 156
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Sep-28-2020 15:47:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 14

High

63
Unit
uU/L
5.c
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 28
Time (US & Canada) ed ldentifier:
Test:: Aspartate Aminotr
ansferase PX28
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

on Sep/02/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Result:: 153
Not Done::
Lab Normal Low
Range: 15
High
37
Unit
uU/L
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.c Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 28
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Aspartate Aminotransferase P
Time (US & Canada) X28
5.c Result:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 153
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 15

High

37
Unit
uU/L

5.d
Date L ocation User Value Reason
Sep-28-2020 15:47:37 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defin 35
Time (US & Canada) ed ldentifier:

Test:: Alkaline Phosp

hatase PX35
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:49

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 89
Not Done::
Lab Normal Low
Range: 46
High
116
Unit
U/L
Sep-28-2020 15:45:14 | ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern g:g o Sponsor-Defin
Time (US & Canada) ed | dentifier:
Test:: Alkaline Phos
phatase PX35
Result::
Not Done::
Lab Normal R
ange:

Page 306 of 418

*** Confidential***
FDA-CBER-2021-5683-0841114
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:47:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Alkaline Phosphatase_PX 35
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Sep-28-2020 15:47:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 89
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Sep-28-2020 15:47:37 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 46

High

116
Unit
U/L
5.e
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined I1d 21
Time (US & Canada) entifier:
Test:: Bilirubin_P
X21
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 0.3
Not Done::

Lab Normal Range: Low
04

High
0.8

Unit
mg/dL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.e Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Bilirubin_PX21
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 0.3
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 04

High

0.8
Unit
mg/dL
5.f
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 47
Time (US & Canada) d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 32
Not Done::
Lab Normal Ra Low
nge: 7
High
18
Unit
mg/dL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.f Sponsor | D:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 47
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Blood Urea Nitrogen PX47
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 32
Time (US & Canada)
5f LNMT
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 7

High

18
Unit
mg/dL
5.9
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 48
Time (US & Canada) entifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:49
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 14
Not Done::
Lab Normal Range Low

Unit
mg/dL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.g Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Creatinine_PX48
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 1.4
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Sep-28-2020 15:45:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 0.6

High

13
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern §;‘§ -
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Sep/02/2020 eCRF Audit Trail History
Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044
Generated By: (b) (4)

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Back to Form

1. Lab Panel:

Date L ocation User Value Reason

Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | CLINICAL CHEMISTRY

Time (US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-16-2020 13:10:46 | ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Oct-16-2020 12:16:34 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-16-2020 12:16:34 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (4) LabCorp Tampa 5610 W LaSal

Time (US & Canada) le Street Tampa FL 336071770

Oct-16-2020 10:58:01 | ACVOPFEINFP6000 | EricaWeaver Query 1: Opened *Please remove al

(UTC-05:00) Eastern (b) (4) carriagereturnsin

Time (US & Canada) the entry by
deleting the entry
and reentering the
|ab name without
using copy and
paste and without
using the enter
button.

Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern E‘b‘;' ) LabCorp Tampa

Time (US & Canada) 5610 W LaSalle Street

TampaFL 336071770

3. Collection Date:

Date L ocation User Value Reason

Sep-28-2020 17:46:19 | ACVOPFEINFP6000 (g) 4), Data Entry: Initial Entry

(UTC-05:00) Eastern ®) @ Sep/3/2020
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada)

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

4. Specimen Type:

Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

(autocalc) | BLOOD

5.a
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern

(autocalc) | Sponsor-Define 329

Time (US & Canada) d Identifier:

Test:: C Reactive Prot

ein_PX329

Result::

Not Done:: NOT DONE

Lab Normal Ra

nge:
5.a Sponsor |D:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 329
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern g:g' ©) C Reactive Protein_PX329
Time (US & Canada)
5.a Not Done:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 (g) 4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) @ NOT DONE
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Time (US & Canada)

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

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

ed ldentifier:
Test::

Result::
Not Done::

ange:

(autocalc) | Sponsor-Defin 30

Alanine Aminotra
nsferase PX30

171

Lab Normal R Low

0

High
44

Unit
u/L

5.b
Date Location User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.b Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Alanine Aminotransferase_PX3
Time (US & Canada) 0
5.b Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 171
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 0

High

44
Unit
uU/L
5.c
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defin 28
Time (US & Canada) ed Identifier:
Test:: Aspartate Aminotr
ansferase PX28
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 193
Not Done::
Lab Normal Low
Range: 0
High
40
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.c Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 28
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Aspartate Aminotransferase P
Time (US & Canada) X28
5.c Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 193
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 0

High

40
Unit
uU/L
5.d
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 35
Time (US & Canada) d Identifier:
Test:: Alkaline Phosph
atase PX35
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 72
Not Done::
Lab Normal Ra Low
nge: 39
High
117
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.d Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Alkaline Phosphatase_PX 35
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 72
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 39

High

117
Unit
U/L
5.e
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined I1d 21
Time (US & Canada) entifier:
Test:: Bilirubin_P
X21
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 0.6
Not Done::
Lab Normal Range: Low

Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.e Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Bilirubin_PX21
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 0.6
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 0.0

High

12
Unit
mg/dL
5.f
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 47
Time (US & Canada) d Identifier:
Test:: Blood Urea Nitr
ogen_PX47
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 30
Not Done::
Lab Normal Ra Low
nge: 8
High
27
Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.f Sponsor | D:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |47
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Blood Urea Nitrogen PX47
Time (US & Canada)
5.f Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 30
Time (US & Canada)
5f LNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 8

High

27
Unit
mg/dL
5.9
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 48
Time (US & Canada) entifier:
Test:: Creatinine_P
X48
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Header Text: c4591001

on Sep/02/2020

Form Version: 15-Sep-2020 21:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 1.58
Not Done::

Lab Normal Range Low
: 0.76

High
1.27

Unit
mg/dL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.g Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Creatinine_PX48
Time (US & Canada)
5.9 Result:
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 1.58
Time (US & Canada)
5gLNMT
Date L ocation User Value Reason
Sep-28-2020 17:46:19 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 0.76

High

1.27
Unit
mg/dL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern gg ©
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Lab Pandl:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Laboratory Name and Address

Date L ocation User Value Reason

Oct-16-2020 13:11:11 ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies

(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Oct-16-2020 12:17:22 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-16-2020 12:17:22 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Transcription Error

(UTC-05:00) Eastern (b) (4) Finlay Clinical Laboratory 330

Time (US & Canada) SW 27th Ave Ste # 101 Miami,

FL 33135

Oct-15-2020 14:09:03 | ACVOPFEINFP6000 |Balgji PrabuR | Query 1: Opened Thereisainvalid

(UTC-05:00) Eastern (b) (4) character (Carriage

Time (US & Canada) returns) found in
the lab name and
addressfield.
Please re-enter the
|ab name and
address with out
adding spaces
before and after
term and without
pressing enter key.

Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg © Finlay Clinical Laboratory

Time (US & Canada) 330 SW 27th Ave Ste# 101

Miami, FL 33135
3. Collection Date:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/5/2020
Time (US & Canada)
4. Specimen Type:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5a
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 1
Time (US & Canada) dentifier:
Test:: Hemoglobin
_PX1
Result:: 154
Not Done::
Lab Normal Range Low
: 14.00
High
18.00
Unit
g/dL
5.a Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
5.aTest:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |P@®© Data Entry: Initial Entry
(UTC-05:00) Eastern Hemoglobin_PX1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Time (US & Canada) (b) (4), (b) (6)
5.a Result:
Date Location User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © 15.4
Time (US & Canada)
5aLNMT
Date Location User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Egg © Low
Time (US & Canada) 14.00
High
18.00
Unit
g/dL
5.b
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 2
Time (US & Canada) entifier:
Test:: Hematocrit_
PX2
Result:: 46.2
Not Done::
Lab Normal Range Low
: 42
High
52
Unit
%
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.b Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Hematocrit_PX2
Time (US & Canada)
5.b Result:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 46.2
Time (US & Canada)
5bLNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 42
High
52
Unit

%
5.c
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 3
Time (US & Canada) dentifier:

Test:: Erythrocytes
_PX3
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 5.14
Not Done::

Lab Normal Range Low
: 4.70

High
6.10

Unit
10M6/cum
m
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

5.c Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Erythrocytes PX3
Time (US & Canada)
5.c Result:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 5.14
Time (US & Canada)
5.cLNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 4.70

High

6.10
Unit
10"6/cu mm
5.d
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Ide 5
Time (US & Canada) ntifier:
Test:: Platelets P
X5
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 186
Not Done::

Lab Normal Range: Low
130

High
400

Unit
1073/uL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.d Sponsor ID:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Platelets PX5
Time (US & Canada)
5.d Result:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 186
Time (US & Canada)
5dLNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 130

High

400
Unit
10"3/uL
5.e
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 7
Time (US & Canada) entifier:
Test:: Leukocytes
PX7
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 6.3
Not Done::

Lab Normal Range Low
: 4.8

High
10.8

Unit
1073/uL
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

5.e Sponsor 1D:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Leukocytes PX7
Time (US & Canada)
5.e Result:
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 6.3
Time (US & Canada)
5.eLNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ) Low
Time (US & Canada) 4.8

High

10.8
Unit
10"3/uL
5.f
Date Location User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 608
Time (US & Canada) dentifier:
Test:: Neutrophils_
PX608
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Result:: 75.9
Not Done::
Lab Normal Rang Low
€ 47.0
High
75.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

5.f Sponsor | D:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 608

Time (US & Canada)

5.f Test:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg' ) Neutrophils PX608

Time (US & Canada)

5.f Result:

Date L ocation User Value |Reason

Sep-30-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | per site confirmation

08:53:31 (6) 1: Clo

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | THESE ARE NO

13:25:06 1. An [ABSOLUTE

(UTC-05:00) swere | VALUES. ODDLY

Eastern Time d ABSOLUTE

(Us& COUNTS WERE

Canada) NOT AVAILABLE.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4838585;Please

03:07:13 (b) (4) 1: Op | confirm that the

(UTC-05:00) ened | WBC differentialsare

Eastern Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) ata | Initial Entry

15:58:00 Entry

(UTC-05:00) :

Eastern Time 75.9

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(Us&
Canada)
5f LNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern EIB o Low
Time (US & Canada) 47.0
High
75.0
Unit
%
50
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defined | 609
Time (US & Canada) dentifier:
Test:: Eosinophils_
PX609
Result:: 0.1
Not Done::
Lab Normal Rang Low
e 0.0
High
6.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

5.g Sponsor ID:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 609

Time (US & Canada)

5.9 Test:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg' ) Eosinophils_PX609

Time (US & Canada)

5.9 Result:

Date L ocation User Value |Reason

Sep-30-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Response satisfies

05:11:.07 1. Clo |query

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | THESE ARE NO

13:25:14 1: An |ABSOLUTE

(UTC-05:00) swere | VALUES. ODDLY

Eastern Time d ABSOLUTE

(Us& COUNTS WERE

Canada) NOT AVAILABLE.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4838482;Please

03:07:13 (b) (4) 1: Op | confirm that the

(UTC-05:00) ened | WBC differentialsare

Eastern Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) ata | Initial Entry

15:58:00 Entry

(UTC-05:00) :

Eastern Time 0.1

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

(Us&
Canada)
5gLNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern EIB o Low
Time (US & Canada) 0.0
High
6.0
Unit
%
5.h
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 612
Time (US & Canada) dentifier:
Test:: Monocytes P
X612
Result:: 9.0
Not Done::
Lab Normal Rang Low
e 0.0
High
11.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

5.h Sponsor 1D:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 612

Time (US & Canada)

5.h Test:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg - Monocytes PX612

Time (US & Canada)

5.h Result:

Date L ocation User Value | Reason

Sep-30-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | per site confirmation

08:53:49 (6) 1: Clo

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | THESE ARE NOT

13:25:35 1: An |ABSOLUTE

(UTC-05:00) swere | VALUES. ODDLY,

Eastern Time d ABSOLUTE

(Us& COUNTSWERE

Canada) NOT AVAILABLE.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4838584;Please

03:07:13 (b) (4) 1: Op | confirm that the

(UTC-05:00) ened |[WBCdifferentiasare

Eastern Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

15:58:00 Entry

(UTC-05:00) :

Eastern Time 9.0

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

(Us&
Canada)
5h LNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern EIB o Low
Time (US & Canada) 0.0
High
110
Unit
%
5.i
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 610
Time (US & Canada) dentifier:
Test:: Basophils P
X610
Result:: 0.3
Not Done::
Lab Normal Range Low
: 0.0
High
3.0
Unit
%
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

5.i Sponsor ID:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 610

Time (US & Canada)

5.i Test:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern §.‘3 (6) Basophils PX610

Time (US & Canada)

5.i Result:

Date L ocation User Value |Reason

Sep-30-2020 | ACVOPFEINFPGO00 (b) (4), (b) (6) Query | Response satisfies

05:11:42 1: Clo |query

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | THESE ARE NOT

13:25:47 1: An |ABSOLUTE

(UTC-05:00) swere |VALUES. ODDLY,

Eastern Time d ABSOLUTE

(Us& COUNTS WERE

Canada) NOT AVAILABLE.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMWA4838583;Please

03:07:13 (b) (4) 1: Op | confirm that the

(UTC-05:00) ened | WBC differentials are

Eastern Time entered as absolute

(Us& valuesinstead of

Canada) percentages, or
correct as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry

15:58:00 Entr

(UTC-05:00) :

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Eastern Time 0.3
(Us&
Canada)
5i LNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Low
Time (US & Canada) 0.0
High
3.0
Unit
%
5.
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined 611
Time (US & Canada) | dentifier:
Test:: Lymphocytes
PX611
Result:: 14.7
Not Done::
Lab Normal Ran Low
ge 18.0
High
46.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/02/2020

Form Version: 21-Aug-2020 02:51
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

5.j Sponsor 1D:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | 611

Time (US & Canada)

5.) Test:

Date L ocation User Value Reason

Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gg 5 Lymphocytes PX611

Time (US & Canada)

5.j Result:

Date L ocation User Value |Reason

Sep-30-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | per site confirmation

08:54:14 (6) 1: Clo

(UTC-05:00) sed

Eastern Time

(Us&

Canada)

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | THESE ARE NOT

13:25:57 1: An |ABSOLUTE

(UTC-05:00) swere |VALUES. ODDLY,

Eastern Time d ABSOLUTE

(Us& COUNTS WERE

Canada) NOT AVAILABLE.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4838586;Please

03:07:13 (b) (4) 1: Op | confirm that the

(UTC-05:00) ened | WBC differentialsare

Eastern Time entered as absolute

(Us& values instead of

Canada) percentages, or
correct as
appropriate.

Sep-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

15:58:00 Entry

(UTC-05:00) :

Eastern Time 14.7

*** Confidential***
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Header Text: c4591001

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

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(Us&
Canada)
5j LNMT
Date L ocation User Value Reason
Sep-28-2020 15:58:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern EIB o Low
Time (US & Canada) 18.0
High
46.0
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-12-2020 20:17:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

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

query

Oct-12-2020 15:54:37 | ACVOPFEINFP6000 |(b) Query 1: Answered | WAS

(UTC-05:00) Eastern (g)' INSTRUCTED BY

Time (US & Canada) (b) (6) THE DATA
MANAGEMENT
TO"NOT
APPLICABLE"
FORMS THAT ARE
NOT APPLICABLE
TO THE EVENT.

Oct-12-2020 08:24:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Clinquery: If clinical

(UTC-05:00) Eastern signs at rest

Time (US & Canada) indicative of severe
systemic illness (RR
>30 breaths per
minute, HR >125
beats per minute) or
evidence of shock
(SBP <90 mm Hg,
DBP <60 mm Hg) as
part potential
COVID-19illness,
please record on this
CRF.

Sep-28-2020 16:46:07 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)’ ) Not Applicable

Time (US & Canara) )

2a

Date L ocation User Value Reason

Sep-28-2020 16:46:07 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern Egg’(e) Record Identifier::  Not Ap

Time (US & Canada) plicable
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:50

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Systolic:: Not Ap
plicable
Diastalic:: Not Ap
plicable

Respiratory Ratein Not Ap

respirations/minute: plicable

Heart Ratein beats Not Ap

minute: plicable
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-28-2020 16:46:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §i,‘§ (6) Not Applicable
Time (US & Canada)
2.a Systalic:
Date L ocation User Value Reason
Sep-28-2020 16:46:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg‘g - Not Applicable
Time (US & Canada)
2.aDiagtdlic:
Date L ocation User Value Reason
Sep-28-2020 16:46:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ggg (6) Not Applicable
Time (US & Canada)
2.a Respiratory Rate in respirations/minute:
Date L ocation User Value Reason
Sep-28-2020 16:46:07 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 22,‘3 (6) Not Applicable
Time (US & Canada)
2.aHeart Rate in beats/minute:
Date L ocation User Value Reason
Sep-28-2020 16:46:07 | ACVOPFEINFP6000 |®“®¢ Data Entry: Initial Entry
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Header Text: c4591001

on Sep/02/2020

Form Version: 21-Aug-2020 02:50
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern (b) (4), Not Applicable
Time (US & Canada) (b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 21-Aug-2020 02:51

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 16:53:00 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern gg ©
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail

on Sep/02/2020 History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-28-2020 16:53:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), Sep/5/2020

(b) (6)
Time (US & Canada)
2a
Date L ocation User Value Reason
Sep-28-2020 16:53:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern X Record Identifier:: 1
Time (US & Canada)

Oxygen Saturation: 88.0

2.a Record | dentifier:

Date Location User Value Reason
Sep-28-2020 16:53:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) 1

(b) (6)

Time (US & Canada)

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason
Sep-28-2020 16:53:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) 88.0

(b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 2154

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 16:53:14 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern §;‘§ -
Time (US & Canada)
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:54

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

Date L ocation User Value Reason
Sep-30-2020 12:16:46 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Egg -
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Oct-07-2020 17:35:13 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern Egg -
Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail

on Sep/02/2020 History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:

Date L ocation User Value Reason
-28- :53: ata Entry: nitial Entry

Sep-28-2020 16:53:14 | ACVOPFEINFP6000 |(b) Data E Initial E

-05: astern '

(UTC-05:00) E §23 - Sen/14/2020

Time (US & Canada)

2a

Date L ocation User Value Reason

Sep-28-2020 16:53:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern X Record Identifier:: 1

Time (US & Canada)

Oxygen Saturation: 84.0

2.a Record | dentifier:

Date Location User Value Reason
Sep-28-2020 16:53:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) 1

(b) (6)

Time (US & Canada)

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason
Sep-28-2020 16:53:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) 84.0

(b) (6)

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 15-Sep-2020 2154

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status. Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-30-2020 12:16:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/29/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Sep-30-2020 12:16:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: 89.0
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-30-2020 12:16:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 1
Time (US & Canada)
2.2 SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Sep-30-2020 12:16:46 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 89.0
Time (US & Canada)
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Header Text: c4591001

Visit; POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
on Sep/02/2020 History

Form Version: 15-Sep-2020 2154 Form Status. Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date:
Date L ocation User Value Reason
Oct-07-2020 17:35:13 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Oct/1/2020
Time (US & Canada)
2.a
Date L ocation User Value Reason
Oct-07-2020 17:35:13 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gég’(e) Record Identifier:: 1
Time (US & Canada) Oxygen Saturation: 92.0
2.a Record I dentifier:
Date L ocation User Value Reason
Oct-07-2020 17:35:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 1
Time (US & Canada)
2.2 SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Oct-07-2020 17:35:13 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - 92.0
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason

Oct-12-2020 20:16:59 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Oct-12-2020 15:52:57 ACVOPFEINFP6000 |(b) Query 1. Answered | MARKED "NOT

(UTC-05:00) Eastern E‘tg - APPLICABLE"

Time (US & Canada) BECAUSE THEY
DID NOT HAVE
ANY VITALS
INDICATIVE OF
SEVERE ILLNESS.

Oct-12-2020 08:25:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Clinquery: If a

(UTC-05:00) Eastern participant had

Time (US & Canada)

clinical signs at rest
indicative of severe
systemic illness
(Pa0O2/Fi02 <300
mm Hg) as part of
their potential
COVID-19illness,
please record the

results on this CRF
page.
Sep-28-2020 16:07:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Not Applicable
(b) (6)
Time (US & Canada)
2. Arterial Blood Gases PaO2 (mmHg):
Date L ocation User Value Reason
Sep-28-2020 16:07:43 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ), Not Applicable
(b) (6)
Time (US & Canada)
3. FiO2 (Fraction of Inhaled Oxygen):
Date L ocation User Value Reason
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Header Text: c4591001

Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Sep/02/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-28-2020 16:07:43 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:55

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason
Sep-28-2020 14:30:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg (6) Not Applicable

Time (US & Canada)

2. Category:

Date L ocation User Value Reason
Sep-28-2020 14:30:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern g‘g (6) Not Applicable

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Sep-28-2020 14:30:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern g‘g (6) Not Applicable

Time (US & Canada)

4, Medication:

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

use, formulation).

Date L ocation User Value Reason

Oct-12-2020 20:17:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Oct-12-2020 15:54:26 | ACVOPFEINFPE000 |(b) Query 1: Answered | WAS

(UTC-05:00) Eastern (g)' INSTRUCTED BY

Time (US & Canada) (b) (6) THE DATA
MANAGEMENT
TO"NOT
APPLICABLE"
FORMS THAT ARE
NOT APPLICABLE
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF

on Sep/02/2020

Form Version: 06-Jul-2020 21:55

Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

TO THE EVENT.

Oct-12-2020 08:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Clinical Query: If a
participant had
evidence of shock
(requiring
vasopressors) as part
of their potential
COVID-19illness,
please record the

vasopressor(s) on

this CRF page.
Sep-28-2020 14:30:16 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ggg - Not Applicable
Time (US & Canada)
5. Start Date:
Date L ocation User Value Reason
Sep-28-2020 14:30:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Not Applicable
Time (US & Canada)
6. Ongoing?
Date L ocation User Value Reason
Sep-28-2020 14:30:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Not Applicable
Time (US & Canada)

*** Confidential***
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:25:22 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern gg ©

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:28:11 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 14:54:40 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Sep-28-2020 16:41:14 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)
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Header Text: ¢4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Audit Trail

on Sep/02/2020

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

Date L ocation User Value Reason
Oct-07-2020 17:36:58 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern Egg -

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Page 370 of 418

*** Confidential***
FDA-CBER-2021-5683-0841178




090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason

Sep-28-2020 14:25:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern §23 - Sep/8/2020

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason

Sep-28-2020 14:25:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern gj‘; (6) CHEST

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason

Oct-15-2020 14:14:17 ACVOPFEINFP6000 |Bagji PrabuR | Query 1. Closed incorrect

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

Time (US & Canada)

Oct-15-2020 14:13:59 ACVOPFEINFP6000 |Balgji PrabuR | Query 1: Opened Thereisainvalid

(UTC-05:00) Eastern (b) (4) character (Carriage

Time (US & Canada) returns) found in
the lab name and
address field.
Please re-enter the
lab name and
address with out
adding spaces
before and after
term and without
pressing enter key.

Sep-28-2020 14:25:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern E;g © X-RAY

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Oct-16-2020 10:58:20
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Erica Weaver
(b) (4)

Query 1: Closed

Response satisfies
query

Oct-16-2020 09:51:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 | auto query
(autoquery)

Query 1: Answered

Transcription Error

Oct-16-2020 09:51:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 Eb;
4),
(b) (6)

Data Entry:
ABNORMAL

If abnormal, specify findings:

Bibasilar mixed infiltrates,
greater to the LEFT. Mild o
verinflation mild, chronic a
ppearing diffuse interstitial
prominence.

Transcription Error

Oct-15-2020 14:14:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Balgji Prabu R
(b) (4)

Query 1: Opened

Thereisainvalid
character (Carriage
returns) found in
the lab name and
address field.
Please re-enter the
lab name and
address with out
adding spaces
before and after
term and without
pressing enter key.

Sep-28-2020 14:25:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 Eb;
4),
(b) (6)

Data Entry:
ABNORMAL

If abnormal, specify findings:

Bibasilar mixed infiltrates,
greater to the LEFT.

Mild overinflation mild, chr
onic appearing diffuseinter
stitial prominence.

Initial Entry
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

*** Confidential***

FDA-CBER-2021-5683-0841181

Date L ocation User Value Reason
Sep-28-2020 14:28:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/12/2020
Time (US & Canada)
2. Location of Assessment:
Date L ocation User Value Reason
Sep-28-2020 14:28:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - CHEST
Time (US & Canada)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Sep-28-2020 14:28:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 X-RAY
Time (US & Canada)
4. Assessment:
Date L ocation User Value Reason
Sep-28-2020 14:28:11 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §;‘§ 5 ABNORMAL
Time (US & Canada) If abnormal, specify findings:

Scattered aveolar interstitial

changes are seen in the perih

ilar region and at the lung ba

ses. Findings are consistent

with atypical infiltrates.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Sep-28-2020 14:54:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/5/2020

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Sep-28-2020 14:54:40 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - CHEST

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Sep-28-2020 14:54:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 X-RAY

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
Sep-28-2020 14:54:40 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) ABNORMAL

Time (US & Canada)

(b) (6)

If abnormal, specify findings:

Bibasilar diffuse mixed infilt
rates. No focal infiltrates, eff
usions or pneumothoraces.
Mild overinflation, chronic a
ppearing diffuse interstitial p
rominence.
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Header Text: c4591001

on Sep/02/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Time (US & Canada)

(b) (6)

If abnormal, specify findings:

There are bilateral interstitial
infiltrates within both lungs.
Interval improvement is obse
rved. No alveolar consolidati
on or pleural effusion is note
d. No acute osseous abnorma
lity is detected.

Date L ocation User Value Reason
Sep-28-2020 16:41:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/14/2020
Time (US & Canada)
2. Location of Assessment:
Date L ocation User Value Reason
Sep-28-2020 16:41:14 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - CHEST
Time (US & Canada)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Sep-28-2020 16:41:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 X-RAY
Time (US & Canada)
4. Assessment:
Date L ocation User Value Reason

-28- 41 ata Entry: nitial Entry

28-2020 16:41:14 ACVOPFEINFP6000 | (b) Data Entry Initial E

(UTC-05:00) Eastern “) ABNORMAL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/02/2020

Form Version: 06-Jul-2020 21:53

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Oct-07-2020 17:36:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - Sep/30/2020

Time (US & Canada)

2. Location of Assessment:

Date L ocation User Value Reason
Oct-07-2020 17:36:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - CHEST

Time (US & Canada)

3. Type of Imaging Exam:

Date L ocation User Value Reason
Oct-07-2020 17:36:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg 5 X-RAY

Time (US & Canada)

4. Assessment:

Date L ocation User Value Reason
Oct-07-2020 17:36:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) ABNORMAL

Time (US & Canada)

(b) (6)

If abnormal, specify findings:

Chronic interstitial fibrosisi
n lungs, especially onright s
ide with suggestion of patch
y infiltrates in both lower lob
es, especially on the left side
. No evidence of pleura effu
sions.
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Header Text: c4591001

on Mar/05/2021

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

1. Date of Visit

Date L ocation User Value Reason

Mar-05-2021 14:43:42 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Mar-05-2021 14:40:14 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Assessment in
the Signsand
Symptoms form is
missing. Please
review and update
as appropriate.

Mar-05-2021 14:40:14 ACVOPFEINFP6000 | auto query Query 1. Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Mar-05-2021 14:40:14 ACVOPFEINFPE000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Mar/5/2021

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

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Mar-05-2021 14:40:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Mar/05/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Mar/5/2021

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

2. Date of First Symptom Started:

Date L ocation User Value Reason

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Mar/4/2021

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

3. Symptoms Ongoing?

Date L ocation User Value Reason

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar YES

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

4.a

Date L ocation User Value Reason

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Symptoms: FEVER

Time (US & Canada) (b) (4) Symptom Present: YES

4.a Symptoms:

Date L ocation User Value Reason

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar FEVER

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

4.a Was symptom present?

Date L ocation User Value Reason
Page 378 of 418
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/05/2021

Form Version: 20-Feb-2021 02:17

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4b
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: NEW OR INCREA
Time (US & Canada) (b) (4) SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED COUG
Time (US & Canada) (b) (4) H
4.b Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.c
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sympto NEW OR INCREASE
Time (US & Canada) (b) (4) ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Mar/05/2021

- Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

4.c Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED SHORT
Time (US & Canada) (b) (4) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4d
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: CHILLS
Time (US & Canada) (b) (4) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar CHILLS
Time (US & Canada) (b) (4)
4.d Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4e
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptom NEW OR INCREAS
Time (US & Canada) (b) (4) s ED MUSCLE PAIN
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Header Text: ¢4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Mar/05/2021 Audit Trail History
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED MUSCL
Time (US & Canada) (b) (4) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4f
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms NEW LOSS OF TA
Time (US & Canada) (b) (4) ; STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW LOSS OF TASTE OR SM
Time (US & Canada) (b) (4) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
49
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/05/2021

Form Version: 20-Feb-2021 02:17
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptom NEW OR INCREAS
Time (US & Canada) (b) (4) s ED SORE THROAT

Symptom NO

Present:
4.g Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED SORE T
Time (US & Canada) (b) (4) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.h
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: DIARRHE
Time (US & Canada) (b) (4) A

Symptom Present YES
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Mar/05/2021

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 20-Feb-2021 02:17

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

4.h Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar DIARRHEA
Time (US & Canada) (b) (4)
4.h Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4.
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: VOMITIN
Time (US & Canada) (b) (4) G
Symptom Present NO

4.i Symptoms:
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar VOMITING
Time (US & Canada) (b) (4)
4.i Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 14:42:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Not Applicable

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

2. Specimen Type:

Date L ocation User Value Reason

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Not Applicable

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

3. Specimen Collection Location:

Date L ocation User Value Reason

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Not Applicable

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

4. Assay Code and Description:

Date L ocation User Value Reason

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Not Applicable

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

5. Device Type:

Date L ocation User Value Reason

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Not Applicable

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

6. Trade Name:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Mar/05/2021

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
7. Test Result:
Date L ocation User Value Reason
Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
8. Commentg/Findings/Details:
Date L ocation User Value Reason
Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Mar-05-2021 14:42:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-05-2021 14:43:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Mar-05-2021 14:43:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason
Mar-05-2021 14:43:28 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

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

Date L ocation User Value Reason
Mar-05-2021 14:43:28 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SWAB PFE
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-05-2021 14:43:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Mar-05-2021 14:43:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Mar-05-2021 17:32:33 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Mar-05-2021 14:43:42 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-05:00) Eastern (autoquery) is Yes, however no
Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.
Mar-05-2021 14:43:42 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Mar/5/2021
5a
Date L ocation User Value Reason
Mar-05-2021 17:32:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample|D: BRLYG6
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Mar/05/2021

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

5.a Sample D
Date L ocation User Value Reason
Mar-05-2021 17:32:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRLY G6
Time (US & Canada) (b) (4)
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Header Text: c4591001

on Mar/05/2021

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

FDA-CBER-2021-5683-0841197

la
Date L ocation User Value Reason
Mar-05-2021 14:44.06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Typeof Practitioner: SPECIA
Time (US & Canada) (b) (4) LIST

Occurrence of Visits NO

or Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SPECIALIST
Time (US & Canada) (b) (4)
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1b
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practitio EMERGEN
Time (US & Canada) (b) (4) ner: CY ROOM

Occurrenceof Vi NO

sitsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 20-Feb-2021 02:19

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar EMERGENCY ROOM
Time (US & Canada) (b) (4)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1lc
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practiti PRIMARY CA
Time (US & Canada) (b) (4) oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar PRIMARY CARE PHYSICIAN
Time (US & Canada) (b) (4)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1d
Date L ocation User Value Reason
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Header Text: c4591001

on Mar/05/2021

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

*** Confidential***

FDA-CBER-2021-5683-0841199

Mar-05-2021 14:44.06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Typeof Practitione URGENT
Time (US & Canada) (b) (4) r: CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 14:44.:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar URGENT CARE
Time (US & Canada) (b) (4)
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44.06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
le
Date L ocation User Value Reason
Mar-05-2021 14:44.06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practiti TELEPHONE
Time (US & Canada) (b) (4) oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 20-Feb-2021 02:19

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials:

Generated Time (GMT): 29-Mar-2021 12:23

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar TELEPHONE CONSULTATION
Time (US & Canada) (b) (4)
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1f
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (4) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar OTHER
Time (US & Canada) (b) (4)
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
3. Has the subject been hospitalized due to potential COVID-19 iliness?
Date L ocation User Value Reason
Mar-05-2021 14:44:06 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
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Header Text: c4591001

on Mar/05/2021

Form Version: 20-Feb-2021 02:19
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Mar/05/2021

Form Version: 06-Jul-2020 21:52

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete

Form: ILLNESS DETAILS - eCRF Audit Trail History

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-05-2021 14:44:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNES
Time (US & Canada) S
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Mar-05-2021 14:44:19 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
3. Toxicity Grade:
Date L ocation User Value Reason
Mar-05-2021 14:44:19 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4)
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Header Text: c4591001

Subject No: 11561044
Generated By: (b) (4)

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

Visit on Oct/01/2020 Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Oct-01-2020 16:53:00 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Oct/1/2020
Time (US & Canada) (b) (4)
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Oct-01-2020 16:53:00 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar COVID_A1
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/01/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Data Origin

Date L ocation User Value Reason

Oct-02-2020 12:54:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Oct-02-2020 12:54:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value | Reason

Oct-07-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Asper siteresponse

05:49:14 (6) 2: Clos

(UTC-05:00) ed

Eastern Time

(Us&

Canada)

Oct-06-2020 | ACVOPFEINFP6000 Hector Aguilar Query | ON 01/OCT/2020

13:59:39 (b) (4) 2: Ans |VERY LITTLE

(UTC-05:00) wered | SERUM WAS

Eastern Time COLLECTED AND

(Us& DUETO

Canada) HEMATOMASON
BOTH ARMSTHE
SUBJECT DID
NOT WANT TO
REATTEMPT THE
BLOOD DRAW.
SUBJECT WAS
BROUGHT ON
05/0CT/2020 TO
RECOLLECT THE
SERUM FOR THE
CONVALESCENT
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Oct/01/2020

Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

VISIT. CHECK
SOURCE FOR
CLARIFICATION.
Oct-05-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4893966;Date
21:30:43 (b) (4) 2: Ope | of Collectionisnot
(UTC-05:00) ned equal to Date of
Eastern Time Visit. Please clarify
(Us& or correct.
Canada)
Oct-05-2020 | ACVOPFEINFP6000 auto query Query [ Close Auto Query
16:39:55 (autoquery) 1: Clos
(UTC-05:00) ed
Eastern Time
(Us&
Canada)
Oct-05-2020 | ACVOPFEINFP6000 Hector Aguilar Data E | New Information
16:23:29 (b) (4) ntry:
(UTC-05:00) YES
Eastern Time Date
(Us& of Co
Canada) Ilecti
on;
Oct/
5/20
20
Oct-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | 'Sample Collected?
08:06:37 1: Ope |is Yes, however no
(UTC-05:00) ned barcodes are
Eastern Time entered. Please
(Us& review and correct
Canada) as appropriate.
Oct-02-2020 | ACVOPFEINFP6000 auto query Query | 'Sample Collected?
12:54:44 (autoquery) 1: Can |isYes, however no
(UTC-05:00) didate | barcodesare
Eastern Time entered. Please
(Us& review and correct
Canada) as appropriate.
Oct-02-2020 | ACVOPFEINFP6000 Hector Aguilar DataE | Initia Entry
12:54:44 (b) (4) ntry:
(UTC-05:00) YES

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Oct/01/2020
Form Version: 22-Apr-2020 21:03
Site No: 1156

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Eastern Time Date
(Us& of Co
Canada) Ilecti
on:

Oct/

1/20

20
5.a
Date L ocation User Value Reason
Oct-05-2020 16:39:55 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SampleD: BR2YYS
Time (US & Canada) (b) (4)
5.aSample|D
Date L ocation User Value Reason
Oct-05-2020 16:39:55 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR2YYS
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Oct-05-2020 18:04:33 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SampleD: BPHRLS
Time (US & Canada) (b) (4)
5.b Sample|D
Date L ocation User Value Reason
Oct-05-2020 18:04:33 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRLS
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Oct-05-2020 18:04:39 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample|D: BPHRLT
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Header Text: c4591001

Visit on Oct/01/2020

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** Confidential***

Time (US & Canada) (b) (4)
5.c Sample 1D
Date L ocation User Value Reason
Oct-05-2020 18:04:39 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRLT
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: End of Treatment - Unscheduled
Form Version: 22-Apr-2020 21:05

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Sep-08-2020 18:02:05 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - Sep/8/2020

Time (US & Canada)

2. Phase of Disposition:

Date L ocation User Value Reason
Sep-08-2020 18:02:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | VACCINATION

Time (US & Canada)

3. Status:

Date L ocation User Value Reason
Oct-23-2020 13:27:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Closed Response satisfies

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

query

Oct-23-2020 12:22:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
),
(b) (6)

Query 2: Answered

UPDATED

Oct-23-2020 11:16:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Opened

Clinical Query: As
subject has
confirmed
COVID-19 and EOT
CRF completed with
Status of "No longer
meets an eligibility
criterid’, please
enter "Meets
exclusion criterion
5" in Specify Status
field.

Sep-10-2020 08:23:40
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Requery donein
error, per crf
completion data
correct.
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:05 Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

Sep-09-2020 11:00:29 | ACVOPFEINFP6000 | (b) Query 1: Answered | DONOT
(UTC-05:00) Eastern (), UNDERSTAND

(b) (6)

Time (US & Canada) YOUR REQUEST.

PLEASE CLARIFY

Sep-09-2020 08:11:36 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Reissued:Opened DM: Thanks for
(UTC-05:00) Eastern (6) response. Please
Time (US & Canada) update the provided
statusin* others’,
else clarify.
Sep-08-2020 18:03:10 | ACVOPFEINFPE000 | (b) Query 1: Answered PER CRF
(UTC-05:00) Eastern “) COMPLETION

Time (US & Canada) (b} (6) GUIDELINE,
SPECIFY ISNOT

REQUIRED FOR

THIS STATUS.
Sep-08-2020 18:02:05 | ACVOPFEINFP6000 | auto query Query 1: Opened Response to " Status’
(UTC-05:00) Eastern (autoquery) isNO LONGER
Time (US & Canada) MEETS
ELIGIBILITY
CRITERIA but
"Specify Status’ is
missing.
Sep-08-2020 18:02:05 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘g o NO LONGER MEETSELIGI
Time (US & Canada) BILITY CRITERIA
4. Specify Status:
Date L ocation User Value Reason
Oct-23-2020 12:21:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg & EXCLUSION CRITERIA #5
Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Sep-09-2020 10:49:46 ACVOPFEINFP6000 |(b) Form Deleted Changed
(UTC-05:00) Eastern ggv ©) Information
Time (US & Canada)

Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Form Created

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

4,
(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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Status. Data Complete, Deleted

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AE ID:

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-10-2020 09:25:36

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies

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

Sep-09-2020 10:49:46 | ACVOPFEINFPE000 | auto query Query 1: Answered Changed
(UTC-05:00) Eastern (autoquery) Information

Time (US & Canada)

Sep-04-2020 16:09:04
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Opened

Clinical Query: Per
protocol
amendment 5 -
Section 8.3.7
COVID-19 related
event "acute viral
bronchitis' does
not qualify as AE
and should be
documented only in
the COVID illness
visit and not
captured on the AE
CRF.

Sep-03-2020 18:05:22

ACVOPFEINFP6000

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

Data Entry:

Initial Entry

*** Confidential***

Page 403 of 418

FDA-CBER-2021-5683-0841211
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***
(UTC-05:00) Eastern (b) (4), ACUTE VIRAL BRONCHITI
Time (US & Canada) (b) (6) S
4. Start Date Time:
Date L ocation User Value Reason
Sep-03-2020 18:05:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;‘)- @ Sep/1/2020 UNK :UNK
Time (US & Canada)
5. Isthe adverse event till ongoing?
Date L ocation User Value Reason
Sep-03-2020 18:05:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §.‘3 (6) YES
Time (US & Canada)
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-03-2020 18:05:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern §.‘3 (6) 1
Time (US & Canada)

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

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

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg - NO

Time (US & Canada)

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Deleted

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (), NO

Time (US & Canada) ®) ()

9. Isthisevent related to study treatment:

Date L ocation User Value Reason
Sep-03-2020 18:05:22 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) NOT RELATED

(b) (6)

Time (US & Canada) If Not Related to study treatme

nt(s), this event is dueto:
OTHER
If Other, specify:
UNRELATED NEW ME

DICAL CONDITION/PO
SSIBLE COVID-19

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) NOT APPLICABLE

Time (US & Canada) ®) (©)

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) YES

Time (US & Canada) ) (©)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) NO

(b) (6)

Time (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, Deleted
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***
Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg' ©) RECOVERING/RESOLVING
Time (US & Canada)

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

Date L ocation User Value Reason
Sep-03-2020 18:05:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg © NO

Time (US & Canada)

090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail
Form Status:

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Date L ocation User Value Reason
Sep-16-2020 20:11:08 | ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern 28 (6) Error
Time (US & Canada)
Sep-16-2020 20:10:49 | ACVOPFEINFP6000 |(b) Form Undeleted Transcription
(UTC-05:00) Eastern gg & Error
Time (US & Canada)
Sep-15-2020 12:27:30 | ACVOPFEINFP6000 |(b) Form Deleted Transcription
(UTC-05:00) Eastern Eﬁ;' ®) Error
Time (US & Canada)
Sep-09-2020 10:54:16 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern 28 ©
Time (US & Canada)
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. What isthe medication identifier?

Date L ocation User Value Reason

Sep-15-2020 12:27:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-14-2020 16:16:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Sep-14-2020 16:14:31 ACVOPFEINFP6000 |autocalc |DataEntry: Changed

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

Time (US & Canada)

Sep-09-2020 10:54:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

2. Category:

Date L ocation User Value Reason

Sep-15-2020 12:27:06 | ACVOPFEINFPGE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern §‘é§ -

Time (US & Canada)

Sep-14-2020 16:16:55 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (4) Not Applicable

Time (US & Canada)

Sep-14-2020 16:15:00 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed

(UTC-05:00) Eastern (b) (4) Information

Time (US & Canada)

Sep-09-2020 10:54:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern E‘kg - CORTICOSTEROIDS

Time (US & Canada)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason

Sep-15-2020 12:27:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
Page 408 of 418
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561044 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-14-2020 16:16:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable

Time (US & Canada)

Sep-14-2020 16:14:31 ACVOPFEINFPE000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)

Sep-09-2020 10:54:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NO

Time (US & Canada)

4. Medication:

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

Date L ocation User Value Reason

Sep-18-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 2: | Response

10:29:01 (6) Closed satisfies

(UTC-05:00) query

Eastern Time

Us&

Canada)

Sep-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: | Origind

20:11:00 Answered |valueis

(UTC-05:00) correct

Eastern Time

(Us&

Canada)

Sep-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEnt | Initial Entry

12:27.06 ry:

(UTC-05:00)

Eastern Time

(Us&

Canada)

Sep-15-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 1: | Response

11:00:13 (6) Closed satisfies
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Header Text: c4591001

Visit: Logs - Unscheduled

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF
Audit Trail History

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

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-05:00) query

Eastern Time

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2: | Null Term:

19:48:30 (b) (4) Opened Verbatim

(UTC-05:00) term must

Eastern Time not be

(Us& null/blank.

Canada)

Sep-14-2020 | ACVOPFEINFP6000 Hector Aguilar Data Ent | Initia Entry

16:16:55 (b) (4) ry:

(UTC-05:00) Not Appli

Eastern Time cable

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query 1: | Changed

16:14:31 Answered | Information

(UTC-05:00)

Eastern Time

(Us&

Canada)

Sep-14-2020 | ACVOPFEINFP6000 Hector Aguilar Data Ent | Changed

16:14:31 (b) (4) ry: Information

(UTC-05:00)

Eastern Time

Us&

Canada)

Sep-10-2020 | ACVOPFEINFP6000 (b) (4), (b) Query 1: | ClinQuery:

13:21:57 (6) Opened Please be

(UTC-05:00) advised this

Eastern Time conmed is

(Us& not

Canada) prohibited as
per protocol
6.5.1. Please
remove this
entry as
appropriate.
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

Sep-09-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data Ent | Initial Entry
10:54:16 ry:
(UTC-05:00) DEXAM
Eastern Time ETHASO
(US& NE
Canada)
5. Dose:
Date L ocation User Value Reason
Sep-15-2020 12:27:06 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; -
Time (US & Canada)
Sep-14-2020 16:16:55 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:15:26 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 | ACVOPFEINFPG6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern §;‘§ - 4
Time (US & Canada)
6. Dose Unit:
Date L ocation User Value Reason
Sep-15-2020 12:27:06 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern g‘gg -
Time (US & Canada)
Sep-14-2020 16:16:55 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:15:09 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - mg
Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: ¢4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

7. Dose Frequency:

Date L ocation User Value Reason
Sep-15-2020 12:27:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁi -
Time (US & Canada)
Sep-14-2020 16:16:55 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:15:18 ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - BID
Time (US & Canada)
8. Route:
Date L ocation User Value Reason
Sep-15-2020 12:27:06 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v -
Time (US & Canada)
Sep-14-2020 16:16:55 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:16:02 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘tg - ORAL
Time (US & Canada)
9. Start Date:
Date L ocation User Value Reason
Sep-15-2020 12:27:06 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁi -
Time (US & Canada)
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Header Text: ¢4591001
Visit: Logs - Unscheduled

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF

Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified
Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

*** THISREPEATING FORM HASBEEN DELETED ***

*** Confidential***

Sep-14-2020 16:16:55 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:15:45 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘tg - Sep/3/2020
Time (US & Canada)
10. Ongoing?
Date L ocation User Value Reason
Sep-15-2020 12:27:06 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁi -
Time (US & Canada)
Sep-14-2020 16:16:55 | ACVOPFEINFPE000 | Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Not Applicable
Time (US & Canada)
Sep-14-2020 16:15:37 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) Information
Time (US & Canada)
Sep-09-2020 10:54:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- - NO
Time (US & Canada) End Date:
Sep/4/2020
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Feb-22-2021 10:19:16 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Feb/19/2021
Time (US & Canada) (b) (4)

Page 414 of 418

*** Confidential***
FDA-CBER-2021-5683-0841222
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Header Text: c4591001

Subject No: 11561044
Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Unscheduled Trail History

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

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

Date L ocation User Value Reason

Feb-22-2021 10:19:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-22-2021 10:19:39 ACVOPFEINFP6000 | auto query Query 1: Candidate The response

(UTC-05:00) Eastern (autoquery) indicates participant

Time (US & Canada) was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please
complete this date.

Feb-22-2021 10:19:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
Aguilar Participant iswilling to return fo
(b) (4) r Vaccination 3
Participant is:

eligible per local/national rec
ommendations and confirmed
to have received only placebo
at Vaccination 1/2

*** Confidential***
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1156

Subject No: 11561044

Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-22-2021 10:19:56 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Feb/19/2021

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

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-22-2021 10:19:56 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar ASSESSELIGIBILITY FOR A
Time (US & Canada) (b) (4) DDITIONAL VACCINATION
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

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

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Subject Status
Date L ocation User Value Reason
Sep-08-2020 18:02:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DISCONTINUED
Time (US & Canada)
Aug-27-2020 14:04:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED
Time (US & Canada)
Aug-27-2020 14:01:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENED
Time (US & Canada)
2. Subject Status Date
Date L ocation User Value Reason
Sep-08-2020 18:02:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/8/2020
Time (US & Canada)
Aug-27-2020 14:04:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/27/2020
Time (US & Canada)
Aug-27-2020 14:01:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/27/2020
Time (US & Canada)
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090177e196ae30c2\Final\Final On: 01-Apr-2021 04:15 (GMT)

Header Text: c4591001

Visit: Investigator Signature - Unschedul ed

Form Version: 22-Apr-2020 21:04

Site No: 1156
Subject No: 11561044
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 12:23

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-16-2020 17:51:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

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

Click Here to Enable
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