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Header Text: c4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29
SiteNo: 1156

Subject No: 11561006
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 equivaent 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 462
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Header Text: c4591001

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

Subject No: 11561006

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/20/2020

Page 2 of 462
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Header Text: c4591001

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

Subject No: 11561006
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

Demography

1. | Subject ID [11561006]

2. | Birth Date: (b) (6) /1974

3. | Sex: MALE

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

6. | Racial Designation:

*** Confidential***

Page 3 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1_L

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

Subject No: 11561006

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. | Date of Visit Aug/20/2020
2. | Erroneous Visit
Page 4 of 462

*** Confidential***
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Vis
For

Header Text: c4591001

t: V1 DAY1 VAXL L
m Version: 30-Jul-2020 21:29

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

*** Confidential***

Inclusion Criteria Not M et
1 Description of Inclusion Criterion | Not Applicable
Not Met
Exclusion CriteriaMet
2 Description of Exclusion Not Applicable
Criterion Met
Page 5 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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. | Date of Aug/20/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
Page 6 of 462

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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

la

Line/MH Number:

[1]

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

[Type 1 Diabetes)

Start Date: Aug/UNK/2014
Ongoing: YES
Page 7 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1156

Subject No: 11561006
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

Vital Signs
1. | Date: Aug/20/2020
2. | Weight: [74.0]
3. | Unit: kg
4. |Height: [167.2]
5. | Unit: cm
6. | Body Mass Index: [26.5]
Vital Signs Details
7-a|| Record I dentifier: 1
Temperature: [99.5]
Unit: F
Temperature Location: ORAL CAVITY
Page 8 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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

*** Confidential***

Disposition
1. | Randomization Date : Aug/20/2020
2. | Randomization Number: [58517]
3. | Randomization Group: [1
Page 9 of 462

FDA-CBER-2021-5683-0840010




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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: 11561006 Subject Initials: ---

Generated By: (b) (4) 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:
Aug/20/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

Sa|| sampleID [BP1844]
5b | sampleID [BP1845)
5C || sample ID [BP1846]
5d || sampleID [BPHRX4]
5€|| sample D [BPHRX5]

Page 10 of 462

*** Confidential***
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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:
Aug/20/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP1847]
Page 11 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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

Vaccination

1. | Wasthere atemporary delay of NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/20/2020 11:44

5. [ Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [1

9. [Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD

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

Page 12 of 462
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006
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

*** Confidential***

Page 13 of 462
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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. | Date of Visit Sep/23/2020
2. | Erroneous Visit
Page 14 of 462
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Header Text: c4591001

Visit: V2 VAX2_L

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

Subject No: 11561006

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

*** Confidential***

Vital Signs
1. | Date: Sep/23/2020
Vital Signs Details
2. || Record Identifier: 1
Temperature: [99.9]
Unit: F
Temperature Location: ORAL CAVITY
Page 15 of 462
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Header Text: c4591001

Visit: V2 VAX2_L

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

Subject No: 11561006

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:
Sep/23/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP18PW]
Page 16 of 462
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Header Text: c4591001

Visit: V2 VAX2_L

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

Subject No: 11561006

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

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of Not Done Comments
vaccination?
2. | Treatment Name Not Done Comments
[
3. | Formulation: Not Done Comments
4. | Dose Date Time: Not Done Comments
1l
5. | Anatomical Location: Not Done Comments
6. | Body Side: Not Done Comments
7. | Route: Not Done Comments
8. | Actua Dose: Not Done Comments
[
9. | Unit: Not Done Comments
10. | Timeframe Subject Was Observed | Not Done Comments
11. | Was the subject observed for at least | Not Done Comments
the protocol specified observation
period after investigational product
administration?
Page 17 of 462
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1156

Subject No: 11561006

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. | Date of Visit Oct/21/2020
2. | Erroneous Visit
Page 18 of 462
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Header Text: c4591001

Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
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: 11561006 Subject Initials: ---

Generated By: (b) (4) 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/21/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:

Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BR2Z6D]
5b |l sample D [BRZPNY]
5C || sample ID [BRZPNB]
Page 19 of 462
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Header Text: c4591001

Visit: V4_MONTH6_L

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

Subject No: 11561006

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

Page 20 of 462
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Header Text: c4591001

Visit: V4 MONTHS6_L

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

Subject No: 11561006

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

Data Origin

Sample Type

Sample Collected?

1
2.
3.
4.

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***

Page 21 of 462
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Header Text: c4591001

Visit: V5_MONTH12_L

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

Subject No: 11561006

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

Page 22 of 462
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Header Text: c4591001

Visit: V5 MONTH12_L

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

Subject No: 11561006

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

Data Origin

Sample Type

Sample Collected?

1
2.
3.
4.

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 11561006

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

Page 24 of 462
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Header Text: c4591001

Visit: V6_MONTH24 L

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

Subject No: 11561006

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

Data Origin

Sample Type

Sample Collected?

1
2.
3.
4.

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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. | Date of Visit Sep/1/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 26 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

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

Signsand Symptoms

1. | Date of Assessment: Sep/1/2020
2. | Date of First Symptom Started: Aug/30/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/1/2020
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? NO
Page 27 of 462
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Header Text: c4591001

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

on Sep/01/2020

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

Subject No: 11561006

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

Symptoms - Other

>. Symptoms - Other Text:

[]

Page 28 of 462
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Site No: 1156

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Subject No: 11561006
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***

# Date qf C | Specimen Ty Sp.eC|men C.O”ec Assay Code and Description Device Type Form Instan
ollection pe tion Location ce
1. | Aug/31/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repesting
20 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
Page 29 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Sep/01/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1156

Subject No: 11561006
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

1. | Actual Date of Collection:

Aug/31/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARYNX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

2
3
4
5. | Device Type:
6
7
8
9

Trade Name: CEPHEID XPERT XPRESS SARS-COV-2 TEST
Test Result: POSITIVE
Comments/Findings/Details: [1
Trade Name Other, Specify: []
Page 30 of 462

*** Confidential***
FDA-CBER-2021-5683-0840031




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - 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 [SWBA PFE]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52| sample ID [C\09259]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Sep/01/2020

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

Subject No: 11561006

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:
Sep/2/2020
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

[CV09259] Comments

5b

Sample ID

[]

Page 32 of 462

*** Confidential***
FDA-CBER-2021-5683-0840033




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

(1]

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO
1d1| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO

le

*** Confidential***

Physician or Hedlthcare 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
3. | Hasthe subject been hospitalized YES
due to potential COVID-19illness? |  Has the subject been in intensive care due to potential COVID-19 illness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1

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

Subject No: 11561006

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 Aug/31/2020 NO Repeating Pages
Discharge Date:
Sep/2/2020
2. | Not Applicable Not Applicable Not Applicable | Not Applicable Repeating Pages
Page 34 of 462
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Header Text: c4591001

on Sep/01/2020

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

Subject No: 11561006

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: Aug/31/2020

4. | Ongoing? NO
Discharge Date:
Sep/2/2020
Page 35 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

on Sep/01/2020

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

Subject No: 11561006

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
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
"
4. | Ongoing? Not Applicable Comments
Page 36 of 462
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

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

*** Confidential***

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1. | Not Done Not Done Not Done | Not Done | Not Done | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
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

Respiratory Treatment

1. | What isthe treatment |dentifier? Not Done Comments
[

2. | Concomitant Non-drug Treatment | Not Done Comments

Pre-specified:

3. | Treatment: Not Done Comments

4. | Treatment: Not Done Comments
[]

5. | Start Date: Not Done Comments
Il

6. | Ongoing? Not Done Comments

Page 38 of 462
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Header Text: c4591001

on Sep/01/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESSDETAILS

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:
Aug/31/2020

3. | Toxicity Grade:

*** Confidential***
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject No: 11561006 Subject Initials: ---

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

4 Category of (':Ilnlcal Event | Subcategory OI Clinical Even Dlagn03|§ Obtaine Toxmtg Grad Form I nstance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
Page 40 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESSDETAILS- SEVERE
on Sep/01/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
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***

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
Page 41 of 462
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Header Text: c4591001
Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:27

Site No: 1156
Subject No: 11561006
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

Category Collec | Speci
# |forLab T Vendor Name tionD |[menT Lab Result For r:clenSta
est ate: ype
1. | CLINICA | BRUCE W. CARTER DEPT OF WIMC | Aug/3 |BLOO Sponsor - Re Repeating
L CHEMI |[CLIA#10D0987461] 1201 Northwest 1 | 1/2020 | D Defined | Test: sul Pages
STRY 6th Street MIAMI, FL 33125-1624 dentifier t:
329 C Reactive P | 11.
rotein PX32 |5
9
30 Alanine Ami |7
notransferas
e PX30
28 Aspartate A |11
minotransfer
ase PX28
35 Alkaline Pho | 101
sphatase PX
35
21 Bilirubin P |0.4
xX21
47 Blood Urea |10
Nitrogen_P
X47
48 Creatinine P|1.1
X48
Page 42 of 462
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 15-Sep-2020 21:51
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Category Collec | Speci
# |forLabT Vendor Name tionD [menT Lab Result For r:clensta
est ate: ype
2. |CLINICA | BRUCEW. CARTER DEPT OF WIMC | Sep/l/ | BLOO Sponsor - Re Repeating
L CHEMI |[CLIA#10D0987461)1201 Northwest 16 | 2020 (D Defined | Test: sul Pages
STRY th Street MIAMI, FL 33125-1624 dentifier t:
329 C ReactiveP | 8.1
rotein_PX32
9
30 Alanine Ami |[ ]
notransferas
e PX30
28 Aspartate A |[ ]
minotransfer
ase PX28
35 AlkalinePho |[ ]
sphatase PX
35
21 Bilirubin P |[]
X21
47 Blood Urea |[]
Nitrogen_P
X47
48 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/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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 Panel:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[BRUCE W. CARTER DEPT OF WIMC [CLIA#10D0987461] 1201 Northwest
16th Street MIAMI, FL 33125-1624]

3. | Collection Date: Aug/31/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [11.5]
Not Done:
LNMT Low
[0.1
High
[3.0]
Unit
mg/L
5b || sponsor 1D: [30]
Test: Alanine Aminotransferase PX30
Result: [7]
Not Done:
LNMT Low
(O]
High
[41]
Unit
uU/L
Page 44 of 462
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Sep/01/2020
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [17]
Not Done:
LNMT Low
[0]
High
[38]
Unit
U/L
5d Sponsor |D: [35]
Test: Alkaline Phosphatase PX35
Result: [101]
Not Done:
LNMT Low
[40]
High
[129]
Unit
U/L
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [0.4]
Not Done:
LNMT Low
[0.0]
High
[1.0]
Unit
mg/dL
Page 45 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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 ID: [47]
Test: Blood Urea Nitrogen PX47
Result: [10]
Not Done:
LNMT Low
(6]
High
[23]
Unit
mg/dL
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: [1.1]
Not Done:
LNMT Low
[.7]
High
[1.2]
Unit
mg/dL
Page 46 of 462
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Header Text: c4591001

on Sep/01/2020

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

Subject No: 11561006

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

1. | Lab Panel:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[BRUCE W. CARTER DEPT OF WIMC [CLIA#10D0987461)1201 Northwest
16th Street MIAMI, FL 33125-1624]

*** Confidential***

3. | Collection Date: Sep/1/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [8.1]
Not Done:
LNMT Low
[0.1
High
[3.0]
Unit
mg/L
5b || sponsor 1D: [30]
Test: Alanine Aminotransferase PX30
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Page 47 of 462
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Header Text: c4591001

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

on Sep/01/2020

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

Subject No: 11561006

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: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5| sponsor ID: [21]
Test: Bilirubin_PX21
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Page 48 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

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

Subject No: 11561006
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

*** Confidential***

5f Sponsor ID: [47]
Test: Blood Urea Nitrogen PX47
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor 1D: [48]
Test: Creatinine_PX48
Result: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Page 49 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1

Form Version: 30-Jul-2020 21:28

Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates

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

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Category Collect | Speci Form Insta
# |forLabT Vendor Name (DERIVED) ionDat | men T Lab Result nce
est e ype
1. |HEMATO | BROCE W. CARTER DEPT OF VAM | Aug/31 | BLOO |[g0n60r-De Repeating
LOGY C- 1201 NW 16TH STREET, MIAMI, (/2020 |D fined Identi |  Test: Res Pages
FL 33125-1624 fier ult:
1 Hemoglo |13.
bin PX1 |4
2 Hematocr |42.
it PX2 |5
3 Erythrocy | 5.0
tes PX3 |0
5 Platelets |311
PX5
7 Leukocyt (6.7
es PX7
608 Neutrophi (4.4
Is_PX608
609 Eosinophi (0.0
Is_ PX609
612 Monocyte | 0.5
s PX612
610 Basophils (0.0
_PX610
611 Lymphoc (1.7
ytes PX6
11
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Header Text: c4591001

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

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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 Panel:

HEMATOLOGY

2. | Laboratory Name and Address

[BROCE W. CARTER DEPT OF VAMC - 1201 NW 16TH STREET, MIAMI, FL
33125-1624]

3. | Collection Date: Aug/31/2020
4. | Specimen Type: BLOOD
Lab Result
Sa|| sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [13.4]
Not Done:
LNMT Low
[12.7]
High
[16.3]
Unit
g/dL
5b Sponsor |ID: [2]
Test: Hematocrit_PX2
Result: [42.5]
Not Done:
LNMT Low
[39.4]
High
[49.2]
Unit
%
Page 51 of 462

*** Confidential***
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Header Text: c4591001

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

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
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: [3]
Test: Erythrocytes PX3
Result: [5.00]
Not Done:
LNMT Low
[4.07]
High
[5.6]
Unit
10"6/cu mm
5d Sponsor |D: [5]
Test: Platelets PX5
Result: [311]
Not Done:
LNMT Low
[142]
High
[396]
Unit
1073/uL
5€ || sponsor ID: [7]
Test: Leukocytes PX7
Result: [6.7]
Not Done:
LNMT Low
[4.67]
High
[9.17]
Unit
1073/uL
Page 52 of 462
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*** Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Sep/01/2020
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
5f Sponsor ID: [608]
Test: Neutrophils_PX608
Result: [4.4]
Not Done:
LNMT Low
[2.2]
High
[5.7]
Unit
10"3/uL
5.9 || sponsor 1D: [609]
Test: Eosinophils_PX609
Result: [0.0]
Not Done:
LNMT Low
[0.0]
High
[0.3]
Unit
10"3/uL
5h || sponsor ID: [612]
Test: Monocytes PX612
Result: [0.5]
Not Done:
LNMT Low
[0.3]
High
[0.8]
Unit
10"3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

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

5i Sponsor ID: [610]
Test: Basophils_PX610
Result: [0.0]
Not Done:
LNMT Low
[0.0]
High
[0.08]
Unit
10"3/uL
5 Sponsor ID: [611]
Test: Lymphocytes PX611
Result: [1.7]
Not Done:
LNMT Low
[1.
High
[3.2]
Unit
1073/uL
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27

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

Subject No: 11561006 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: systalic: Diagtolic: 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/01/2020

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

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Vital Signs
1. | Date: Not Applicable Comments
1
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 Version: 30-Jul-2020 21:28
Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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. |Not Applicable Record | dentifier: Oxygen Saturation Repeating Pages
Not Applicable Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2.a|| Record Identifier: Not Applicable
1
SPO2 Pulse Oximetry % Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

*** Confidential***

# | Date Timeof Assessment | Arterial Blood GasesPaO2 | FiO2 (Fraction of Inhaled Oxygen) | Form Instance
1. | Not Applicable Not Applicable Not Applicable Repeating Pages
Page 59 of 462

FDA-CBER-2021-5683-0840060




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Sep/01/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
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

Oxygenation Parameters

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

2. | Arteria Blood Gases PaO2 Not Applicable Comments

(mmHg):

[]

3. | FiO2 (Fraction of Inhaled Oxygen): | Not Applicable Comments
[]
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Header Text: c4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11561006
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

*** Confidential***

Sponsor-Defined | | Category for Me | Concomitant Medications P | Name of Medi Form Instanc
# s . . o . Start Date
dentifier dication re-specified cation e
1. | Not Applicable Not Applicable Not Applicable Not Applicable | Not Applic Repeating
able Pages
Page 61 of 462

FDA-CBER-2021-5683-0840062




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Sep/01/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
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

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 genericdrug | [ ]
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
"
6. | Ongoing? Not Applicable Comments
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Site No: 1156

Header Text: c4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53

Subject No: 11561006
Generated By: (b) (4)

Form: IMAGING

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

Date of

L ocation

omitant/superimposed infectious processis possible.

# | Assess | of Assess Imaging Overall Assessment Form Insta
Method nce
ment ment
1. [Aug/3V |CHEST |OTHER |ABNORMAL Repeating
2020 If other, | If abnormal, specify findings: Pages
specify:
Patchy periphera opacities are seen bilaterally likely reflecting an inf
CTA ectious process. Given the HX, ismost likely covid infection. A conc

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
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: Aug/31/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: OTHER
If other, specify:
[CTA]

4. | Assessment: ABNORMAL

If abnormal, specify findings:

[Patchy peripheral opacities are seen bilaterally likely reflecting an infectious
process. Given the HX, ismost likely covid infection. A
concomitant/superimposed infectious processis possible.]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/02/2020

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

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 Nov/2/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CovID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Nov/02/2020

Form Version: 10-Oct-2020 16:02

Site No: 1156
Subject No: 11561006
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: Nov/2/2020
2. | Date of First Symptom Started: Nov/1/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/4/2020
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
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
4 || symptoms: VOMITING
Was symptom present? NO
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Header Text: c4591001

on Nov/02/2020

Form Version: 10-Oct-2020 16:02
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - 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

Symptoms - Other

>. Symptoms - Other Text:

[]

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Site No: 1156

Subject No: 11561006

Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

Site Name: (1156) Acevedo Clinical Research Associates

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

4 Date of Collecti | Specimen Ty | Specimen C_oIIchon Loc | Assay Codg and Descrip | Device Ty Form I nstance
on pe ation tion pe
1. | Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/02/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1156

Subject No: 11561006
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

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: Not Done Comments
1
2. | Specimen Type: Not Done Comments
3. | Specimen Collection Location: Not Done Comments
4. | Assay Code and Description: Not Done Comments
5. | Device Type: Not Done Comments
6. | Trade Name: Not Done Comments
7. | Test Result: Not Done Comments
8. | Comments/Findings/Details: Not Done Comments
[]
9. | Trade Name Other, Specify: Not Done Comments
[]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

on Nov/02/2020

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

Subject No: 11561006

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 PFE]
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5 || sampleID []
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/02/2020

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

Subject No: 11561006

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:
Nov/2/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52|/ sample 1D [BR69SG]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Nov/02/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1156

Subject No: 11561006

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

La || prysician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO

Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO

1.e || physician or Heslthcare 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
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11561006

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

*** Confidential***

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

on Nov/02/2020

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

Subject No: 11561006

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

Hospitalization Details

1. | Hospitalization Category:

Hospitalization Term:

/i

2
3. | Admission Date:
4. | Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

*** Confidential***

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Nov/02/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
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

Respiratory Treatment

1. | What isthe treatment |dentifier?

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

Treatment:

Treatment:

Start Date:

Il

o gk w

Ongoing?
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Header Text: c4591001

on Nov/02/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - 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

*** Confidential***

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject No: 11561006 Subject Initials: ---

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

4 Category of (':Ilnlcal Event | Subcategory oI Clinical Even Dlagnos(j Obtaine Toxmﬁg Grad Form I nstance

1 Repeating Pages
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Header Text: c4591001

on Nov/02/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESSDETAILS - SEVERE

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:

2
3. | Was adiagnosis obtained?
4. | Toxicity Grade:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2
Form Version: 30-Jul-2020 21:27

Site No: 1156

Subject No: 11561006

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

# Category for Lab | Vendor Na CoIIectl.on D | Specimen T L ab Result Form Instance
Test me ate: ype
1 Sponsor-Defined Ide | Tes | Resul Repedting
ntifier t | t Pages
Page 80 of 462

*** Confidential***
FDA-CBER-2021-5683-0840081




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Nov/02/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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 Panel:

2. | Laboratory Name and Address

3. | Collection Date:

I

4. | Specimen Type:

*** Confidential***

Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28

Site No: 1156
Subject No: 11561006
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 | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier | It FPages
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Header Text: c4591001

on Nov/02/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

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

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

Back to Form

L aboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

I

4. | Specimen Type:

*** Confidential***

Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:27

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

# Date: Vital Signs Details Form Instance
L Record Identifier: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

on Nov/02/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

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

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:

I

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 30-Jul-2020 21:28

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

# Date:

Vital Signs Details Form Instance

1

Record I dentifier:

Oxygen Satur ation Repeating Pages

Page 86 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/02/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
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:

I

Vital Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

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

Subject No: 11561006
Generated By: (b) (4)

Form: OXY GENATION 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

Repeating Pages

Page 88 of 462
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Header Text: c4591001

on Nov/02/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

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. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55

Site No: 1156
Subject No: 11561006
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

onsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
#
entifier ication e-specified ation ate e
1 Repeating
Pages
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Header Text: c4591001

on Nov/02/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit 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 isthe medication identifier?

—
[a—

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,

2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [

formulation).
5. | Start Date: "
6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 2

Form: IMAGING

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

Subject No: 11561006
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance
1 Repeating Pages
Page 92 of 462
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Header Text: c4591001

on Nov/02/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: IMAGING

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:

I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Jan/24/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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. | Date of Visit Jan/24/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CovID_C
Page 94 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

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: Jan/24/2021
2. | Date of First Symptom Started: Jan/24/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Feb/2/2021
Symptoms
4a|| symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? YES
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
4h || symptoms: DIARRHEA
Was symptom present? NO
4 || symptoms: VOMITING
Was symptom present? NO
Page 95 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Jan/24/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1156

Subject No: 11561006
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

Symptoms - Other

>. Symptoms - Other Text:

[]
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

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 Ty | Specimen C_ollectlon Loc | Assay Codg and Descri Device Type | Form Instance
ion pe ation ption
1. | Not Applicable | Not Applicab | Not Applicable Not Applicable Not Applicab Repeating
le le Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1156

Subject No: 11561006
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
[]
Page 98 of 462
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Header Text: c4591001

on Jan/24/2021

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

Subject No: 11561006

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - 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 || sampleID []
Page 99 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Jan/24/2021

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

Subject No: 11561006

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:
Jan/26/2021
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 1D [BR38TY]
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Jan/24/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1156

Subject No: 11561006
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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts: | NO

1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO

lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts: | NO

Ld || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts: | NO

le

*** Confidential***

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
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
Page 101 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3

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

Subject No: 11561006

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 Repeating Pages
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Header Text: c4591001

on Jan/24/2021

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

Subject No: 11561006

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - 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:

/i

2
3. | Admission Date:
4. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3

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

Subject No: 11561006
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 Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
Page 104 of 462

*** Confidential***
FDA-CBER-2021-5683-0840105




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Jan/24/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - 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 |dentifier?

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

Treatment:

Treatment:

Start Date:

Il

o gk w

Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS

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

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
Page 106 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject No: 11561006 Subject Initials: ---

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

4 Category of (':Ilnlcal Event | Subcategory OI Clinical Even Dlagn03|§ Obtaine Toxmtg Grad Form I nstance

1. | Not Applicable Not Applicable Not Applicable Not Applicable | Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESSDETAILS - SEVERE
on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
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
Form Comments
eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event: Not Applicable Comments

2. | Subcategory of Clinical Event: Not Applicable Comments

3. | Was adiagnosis obtained? Not Applicable Comments

4. | Toxicity Grade: Not Applicable Comments
Page 108 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 3 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27

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

Subject No: 11561006 Subject Initials: ---

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

4 Category for Lab | Vendor Na CoIIectl.on D | Specimen T L ab Result Form I nstance

Test me ate: ype

1 Sponsor-Defined Ide | Tes | Resul Repedling

ntifier t | t Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Jan/24/2021

Form Version: 30-Jul-2020 21:27 Form Status: Not Started

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

Lab Chemistry Details

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

1. | Lab Pandl:
2. | Laboratory Name and Address [1
3. | Collection Date: "
4. | Specimen Type:
Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 110 of 462
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Site Name: (1156) Acevedo Clinical Research Associates

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

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier | It FPages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Jan/24/2021

Form Version: 30-Jul-2020 21:28 Form Status: Not Started

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

L aboratory Data Hematology

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

1. | Lab Pandl:
2. | Laboratory Name and Address [1
3. | Collection Date: "
4. | Specimen Type:
Lab Result
>. Sponsor |D: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 112 of 462
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:27

Form: VITAL SIGNS- COVID

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 Identifier: Systolic: Diastolic: Repeating Pages
Page 113 of 462
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Header Text: c4591001

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

on Jan/24/2021

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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:

I

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

Page 114 of 462
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

# Date:

Vital Signs Details Form Instance

1

Record I dentifier:

Oxygen Satur ation Repeating Pages

*** Confidential***
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Header Text: c4591001

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

on Jan/24/2021

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
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:

I

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: c4591001

Visit: POT_COVID_ILL 3

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

Subject No: 11561006
Generated By: (b) (4)

Form: OXY GENATION 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

Repeating Pages

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Jan/24/2021

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
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. | FiO2 (Fraction of Inhaled Oxygen):
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Header Text: c4591001
Visit: POT_COVID_ILL 3

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

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 |d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1 Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 06-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
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?

—
[a—

2.

Category:

3.

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

Il

Ongoing?
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Header Text: c4591001
Visit: POT_COVID_ILL 3
Form Version: 06-Jul-2020 21:53
Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: IMAGING

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance
1 Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: IMAGING

on Jan/24/2021

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
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:

I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Sep/29/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 Sep/29/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l
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Header Text: c4591001

Visit: POT_COVID_CONVA 1- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Sep/29/2020

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

Subject No: 11561006

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:
Sep/29/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BP18SW]
5b || sampleID [BPHRK3]
5C || sampleID [BPHRK4]
Page 124 of 462
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Dec/02/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 Dec/2/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COvID_B1
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/02/2020

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

Subject No: 11561006

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:
Dec/2/2020
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BR3NSD]
5b || sampleID [BS6CHR]
5C || sampleID [BS6CHP]
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled
Visit on Feb/23/2021

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

Subject No: 11561006

Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 Feb/23/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: CoviD_C1
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Feb/23/2021

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

Subject No: 11561006

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:
Feb/23/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BRLY 96]
5b || sampleID [BS2F62]
5C || sampleID [BS2F61]
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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 Il

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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: DISPOSITION - TREATMENT

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Sep/8/2020
Completion/Discontinuation/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: NO LONGER MEETSELIGIBILITY CRITERIA
4. | Specify Status: [Exclusion Criteria 5]
Page 131 of 462
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Header Text: c4591001

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

Subject No: 11561006

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-2021 12:23

Disposition - Follow-Up

1

Date of
Completion/Discontinuation/Death :

"

Phase of Disposition:

Status:

Specify Status:
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Header Text: c4591001

Unscheduled Visit

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:57

Visit: POT_COVID_REPEAT_SWAB - New

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

Il

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
SiteNo: 1156

Subject No: 11561006
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 []
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

S, SampleID []
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

4 Category AE !dentl Adverse Event Start Date IstheAdverSJPT Event Still | Form Instanc

fier Ongoing e

1. [ADVERSEEV |1 DEEP VEIN THROM | Aug/31/2020 UNK | NO Repeating

ENT BOSIS :UNK End Date Time: Pages

Sep/9/2020 UNK:UNK

2. |ADVERSEEV |2 right shoulder stiffnes | Sep/5/2020 UNK: [ NO Repeating
ENT S UNK End Date Time: Pages

Sep/7/2020 UNK:UNK

3.|ADVERSEEV |3 PULMONARY EMB | Aug/31/2020 UNK [ NO Repeating
ENT OLISM :UNK End Date Time: Pages

Sep/2/2020 UNK:UNK
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [DEEP VEIN THROMBOSIS]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/31/2020 UNK:UNK
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Sep/9/2020 UNK:UNK
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ] ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
§>r<| ;t; r;?f::c;;ilgz:\l ;sit:ioﬁr’]/;i E?az:tc?gf; ss Sthis serious event require or prolong hospitalization?
Congenital anomaly/birth defect;
Important medical event (i.e. may —_ . . . N o .
jeopardize subject and may require Did this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
Page 136 of 462

*** Confidential***
FDA-CBER-2021-5683-0840137




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
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: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
9. | Isthisevent related to study NOT RELATED
trestment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:

[MEDICAL HISTORY - TYPE 1 DIABETES]

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:

11. | Was a Concomitant Medication YES
given?

12. | Was aNon-Drug Treatment given? | NO

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

14. | Did the adverse event cause the NO
subject to be discontinued from the
study?

15. | Serious Adverse Event Number: [2020347643]
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [right shoulder stiffness)

individual symptoms)

(If possible specify diagnosis, not

4, | Start Date Time:

Sep/5/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/7/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

OTHER
If Other, specify:

[unknown new medical condition]
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? | YES
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
For Pfizer Use Only
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(3]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[PULMONARY EMBOLISM]

4, | Start Date Time:

Aug/31/2020 UNK:UNK

5. | Isthe adverse event still ongoing?

NO

End Date Time:
Sep/2/2020 UNK:UNK

6. | Toxicity Grade:

7. | Isthe adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

medical/surgical intervention to
prevent above outcomes).

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

NO

8. | Isthisadverse event the result of a

study Medication Error?
If Yes, record the type of

Error Log.

medication error on the Medication

NO

9. | Isthisevent related to study
treatment:

NOT RELATED

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

If Other, specify:
[DEEP VEIN THROMBOSIS]
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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***

10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication YES
given?
12. | Was aNon-Drug Treatment given? | NO
13. | What was the outcome of this RECOVERED/RESOLVED
adverse event?:
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [1
For Pfizer Use Only
Page 141 of 462

FDA-CBER-2021-5683-0840142




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1156

Subject No: 11561006
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: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

Back to Form

Medication Error

1

Category:

2.

Medication Error (Type of
Medication Error):

Start Date:

I

Is the medication error still
ongoing?

Latest Action Taken with Study
Treatment:

Was a Concomitant Medication
given?

Was aNon-Drug Treatment given?

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

Was this medication error
associated with any adverse events?

10.

Serious Adverse Event Number:
For Pfizer Use Only
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Header Text: c4591001
Visit: Logs

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

Subject No: 11561006

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

onsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
#
entifier ication e-specified ation ate e
1 Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

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 isthe medication identifier?

—
[a—

2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | 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).

5. | Date: I
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
Page 146 of 462
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status. Not Started
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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. | Dose: [1
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date: 1
10. | Ongoing?
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Header Text: c4591001
Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: RADIATION TREATMENT

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form I nstance
y r d t e
1 Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

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 isthe treatment Identifier?

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

4. | Treatment:

5. | Start Date:

I/

6. | Ongoing?

*** Confidential***
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Header Text: c4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1156

Subject No: 11561006
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: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

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:

Il

*** Confidential***
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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 Il

2. | Erroneous Visit
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Header Text: c4591001

Site No: 1156
Subject No: 11561006
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:

I

Vital Signs Details

2. || Record Identifier:

Temperature:

[]

Unit:

Temperature Location:

*** Confidential***
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Dec-2020 02:26

Site No: 1156

Subject No: 11561006

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. | Wasthere atemporary delay of
vaccination?

Treatment Name [1

Formulation:

Dose Date Time: Il

Anatomical Location:

Body Side:

Route:

Actua Dose: [1

Ol (N[ || &~ W|DN

Unit:

'_\
©

Timeframe Subject Was Observed

[y
[y

. | Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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

*** Confidential***

Page 155 of 462

FDA-CBER-2021-5683-0840156




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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: 11561006

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

Il

2. | Erroneous Visit

*** Confidential***
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Header Text: c4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
SiteNo: 1156

Subject No: 11561006
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 -
Unscheduled

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

Subject No: 11561006

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 aliquot.

> 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: 11561006

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

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

SampleID

[]
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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: 11561006

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. | Date of Visit Feb/10/2021
2. | Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1156

Subject No: 11561006

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:
eligibleand NOT 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: 11561006

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/10/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: c4591001

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

Subject No: 11561006

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 :

I
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Header Text: c4591001

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

Subject No: 11561006

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:

I

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: c4591001

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

Subject No: 11561006

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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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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

*** Confidential***
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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: 11561006

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 a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
M eaning
Hector Approved Mar-02-2021 15:10:43 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

To this | do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006
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

*** Confidential***

Item | Date User Comment
Form | Aug-20-2020 13:43:05 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 | Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
1 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
3 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
5 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
7 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
9 Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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 | Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V2_VAX2 L

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

Subject No: 11561006

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

*** Confidential***

Item | Date User Comment
11 | Sep-23-2020 14:14:31 (UTC-05:00) Eastern Hector Aguilar | Not Done
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: POT_COVID_ILL 1

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

Subject No: 11561006

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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.a |Sep-16-2020 10:37:31 (UTC-05:00) Eastern (b) (4), (b) (6)

Time (US & Canada)
5.a |Sep-14-2020 17:08:48 (UTC-05:00) Eastern (b) (4), (b) (6) |NotDone

Time (US & Canada)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HOSPITALIZATION DETAILS - Comments

on Sep/01/2020

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

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

Item | Date User Comment

Form | Oct-29-2020 13:44:03 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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

Oct-29-2020 13:44:03 (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/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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

Oct-29-2020 13:44:03 (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/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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

Oct-29-2020 13:44:03 (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/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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

Oct-29-2020 13:44:03 (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 Form: RESPIRATORY TREATMENT - Comments
on Sep/01/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 12:34:04 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Done
Time (US & Canada)

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done

Page 193 of 462
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT - 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 12:34:04 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Done

Page 194 of 462

*** Confidential***
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE - Comments

on Sep/01/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 12:34:57 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Applicable
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 12:34:57 (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/01/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 12:34:57 (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/01/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 12:34:57 (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/01/2020

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 12:34:57 (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 Form: VITAL SIGNS - COVID - Comments
on Sep/01/2020

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

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 12:36:18 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Applicable
Time (US & Canada)

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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 12:36:18 (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/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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

2.a

Sep-28-2020 12:36:18 (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/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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

2.a

Sep-28-2020 12:36:18 (UTC-05:00) Eastern
Time (US & Canada)

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

Not Applicable

Page 203 of 462

*** Confidential***

FDA-CBER-2021-5683-0840204




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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

2.a

Sep-28-2020 12:36:18 (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/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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

2.a

Sep-28-2020 12:36:18 (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 Form: VITAL SIGNS - PULSE OX ROOM AIR - Comments
on Sep/01/2020

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 12:36:28 (UTC-05:00) Eastern (b) (4), (b) (6) | Not Applicable
Time (US & Canada)

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - 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 12:36:28 (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/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - Comments

Form Status. Data Complete, Frozen, Verified
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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
9 Jan-27-2021 09:43:58 (UTC-05:00) Eastern Time | Hector Aguilar | Not Applicable
(US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

Form

Feb-08-2021 14:48:47 (UTC-05:00) Eastern
Time (US & Canada)

Hector Aguilar

(b) (4)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

*** Confidential***

Item | Date User Comment
1 Feb-08-2021 14:48:47 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Feb-08-2021 14:48:47 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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

*** Confidential***

Item | Date User Comment
3 Feb-08-2021 14:48:47 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Jan/24/2021

Form Version: 17-Jul-2020 21:55
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - 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 Feb-08-2021 14:48:47 (UTC-05:00) Eastern Hector Aguilar | Not Applicable
Time (US & Canada) (b) (4
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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: 11561006 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
Hector Approved Mar-02-2021 15:10:43 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

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

Hector Aguilar N/A Feb-24-2021 10:12:53 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Feb-23-2021 14:11:30 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Feb-23-2021 11:51:38 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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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: 11561006 Subject Initials: ---

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

Hector Approved Feb-19-2021 12:13:05 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Feb-08-2021 14:48:33 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Jan-31-2021 14:57:16 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Jan-27-2021 09:43:17 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Dec-03-2020 11:41:42 (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: 11561006 Subject Initials: ---

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

Affidavit:

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

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

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

Hector Aguilar | N/A Dec-02-2020 17:21:57 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Nov-11-2020 13:44:00 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Nov-11-2020 13:20:52 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Nov-04-2020 13:17:09 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

By my dated signature below, I, 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.
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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: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
(b) (6) N/A Nov-04-2020 12:11:14 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Nov-02-2020 18:17:57 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

By my dated signature below, |, HectorRodriguez, verify that al case report form pages accurately display the results of the
examinations, tests, eval uations 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 Nov-02-2020 18:16:24 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Nov-02-2020 17:35:29 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

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

Hector Aguilar | N/A Nov-02-2020 15:44:09 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
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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: 11561006 Subject Initials: ---

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

Hector Approved Oct-29-2020 14:48:13 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)

Affidavit:

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

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

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

(b) (6) N/A Oct-29-2020 13:21:00 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Oct-21-2020 18:05:01 (UTC-05:00) Eastern BOOK Signed
Rodriguez Time (US & Canada)
Affidavit:

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

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

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

Hector Aguilar | N/A Oct-21-2020 18:03:33 (UTC-05:00) Eastern Edit - All
Time (US & Canada) signatures
invalidated
Affidavit:
N/A
Hector Approved Oct-21-2020 17:58:20 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Page 249 of 462

*** Confidential***

FDA-CBER-2021-5683-0840250




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

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

Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Affidavit:

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

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

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

Hector Aguilar | N/A Oct-21-2020 17:08:17 (UTC-05:00) Eastern Edit - All

Time (US & Canada) signatures
invalidated

Affidavit:

N/A

Hector Approved Oct-16-2020 17:55:39 (UTC-05:00) Eastern BOOK Signed

Rodriguez Time (US & Canada)

Affidavit:

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

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

To this | do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

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

Subject No: 11561006
Generated By: (b) (4)

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

Date L ocation User Value Reason
Aug-20-2020 13:42:09 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-20-2020 13:42:09 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: 11561006 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-20-2020 13:42:20 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar OBTAINED
Time (US & Canada) (b) (4) Date Written Consent Obtained

Aug/20/2020

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (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: 11561006 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-20-2020 13:41:55 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-05:00) Eastern (autocalc) | 11561006 previous form
Time (US & Canada)

2. Birth Date:

Date L ocation User Value Reason
Aug-20-2020 13:41:52 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-05:00) Eastern (autocalc) |(b) (6) /1974

Time (US & Canada)

3. Sex:
Date L ocation User Value Reason
Aug-20-2020 13:42:45 ACVOPFEINFP6000 | 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-20-2020 13:42:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NOT HISPANIC OR LATINO(A)
Time (US & Canada) (b) (4) OR OF SPANISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-20-2020 13:42:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BLACK OR AFRICAN AMERIC
Time (US & Canada) (b) (4) AN
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Header Text: c4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561006
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-20-2020 13:42:56 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/20/2020
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - 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
Aug-20-2020 13:43:26 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/20/2020
Time (US & Canada) (b) (4)
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-20-2020 13:43:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SCREENING
Time (US & Canada)
3. Status:
Date L ocation User Value Reason
Aug-20-2020 13:43:26 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar COMPLETED
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 11561006

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

Back to Form

la
Date L ocation User Value Reason
Aug-20-2020 13:45:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Line/MH Number: 1
Time (US & Canada) Medical History Te Type 1 Diabe

rm: tes

Start Date: Aug/UNK/20

14

Ongoing: YES
l.aLline/MH Number:
Date L ocation User Value Reason
Aug-20-2020 13:45:36 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 Location User Value Reason
Aug-20-2020 13:45:36 ACVOPFEINFP6000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Type 1 Diabetes
Time (US & Canada) (b) (4)
1.a Start Date:
Date Location User Value Reason
Aug-20-2020 13:45:36 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/UNK/2014
Time (US & Canada) (b) (4)
1.a Ongoing:
Date Location User Value Reason
Aug-20-2020 13:45:36 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

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

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

*** Confidential***

1. Date:
Date L ocation User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/20/2020
Time (US & Canada) (b) (4)
2. Weight:
Date L ocation User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 74.0
Time (US & Canada) (b) (4)
3. Unit:
Date L ocation User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | 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-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 167.2
Time (US & Canada) (b) (4)
5. Unit:
Date L ocation User Value Reason
Aug-20-2020 13:46:27 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-20-2020 13:46:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 26.5
Time (US & Canada)
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Header Text: c4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1156

Subject No: 11561006
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

7.a
Date Location User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Record Identifier: 1
Time (US & Canada) (b) (4) :

Temperature: 99.5

TemperatureUnit F

Temperature Loca ORAL CAV

tion:: ITY
7.a Record I dentifier:
Date Location User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4)
7.a Temperature:
Date Location User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 99.5
Time (US & Canada) (b) (4)
7.a Unit:
Date Location User Value Reason
Aug-20-2020 13:46:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar F
Time (US & Canada) (b) (4)
7.a Temperature Location:
Date Location User Value Reason
Aug-20-2020 13:46:27 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: V1 DAY1 VAX1 L

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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-20-2020 13:47:09 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/20/2020
Time (US & Canada) (b) (4)
2. Randomization Number:
Date L ocation User Value Reason
Aug-20-2020 13:47:09 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 58517
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-20-2020 13:47:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-20-2020 13:47:22 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-20-2020 13:48:32 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-20-2020 13:47:22 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.
Aug-20-2020 13:47:22 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Aug/20/2020
5a
Date L ocation User Value Reason
Aug-20-2020 13:48:32 ACVOPFEINFPE000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP1844
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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.aSamplelD
Date Location User Value Reason
Aug-20-2020 13:48:32 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP1844
Time (US & Canada) (b) (4)
5.b
Date L ocation User Value Reason
Aug-20-2020 13:48:41 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample D: BP1845
Time (US & Canada) (b) (4)
5.b Sample D
Date L ocation User Value Reason
Aug-20-2020 13:48:41 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP1845
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Aug-20-2020 13:48:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample D: BP1846
Time (US & Canada) (b) (4)
5.c Sample|D
Date L ocation User Value Reason
Aug-20-2020 13:48:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP1846
Time (US & Canada) (b) (4)
5d
Date L ocation User Value Reason
Aug-20-2020 13:49:09 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BPHRX4
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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 SampleD
Date Location User Value Reason
Aug-20-2020 13:49:09 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRX4
Time (US & Canada) (b) (4)
S5.e
Date L ocation User Value Reason
Aug-20-2020 13:49:17 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BPHRX5
Time (US & Canada) (b) (4)
5.e Sample|D
Date L ocation User Value Reason
Aug-20-2020 13:49:17 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRX5
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

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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-20-2020 13:49:30 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Aug-20-2020 13:49:30 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Aug-20-2020 13:49:44 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Aug-20-2020 13:49:30 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.
Aug-20-2020 13:49:30 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Aug/20/2020
5a
Date L ocation User Value Reason
Aug-20-2020 13:49:44 ACVOPFEINFPE000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP1847
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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.aSamplelD
Date L ocation User Value Reason
Aug-20-2020 13:49:44 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP1847
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1156
Subject No: 11561006
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

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-20-2020 13:51:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
2. Treatment Name
Date Location User Value Reason
Aug-20-2020 13:51:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLINDED THERAPY
Time (US & Canada)
3. Formulation:
Date Location User Value Reason
Aug-20-2020 13:51:15 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-20-2020 13:51:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Aug/20/2020 11:44
Time (US & Canada) (b) (4)
5. Anatomical Location:
Date Location User Value Reason
Aug-20-2020 13:51:15 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-20-2020 13:51:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar LEFT
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:04

Site No: 1156
Subject No: 11561006
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

7. Route:

Date L ocation User Value Reason
Aug-20-2020 13:51:15 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-20-2020 13:51:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | THE PROTOCOL SPECIFIED OB

Time (US & Canada) SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-20-2020 13:51:15 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: 11561006 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-24-2020 10:09:21 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error
(UTC-05:00) Eastern Aguilar NO - REACTOGENICITY E-DI
Time (US & Canada) (b) (4) ARY NOT COLLECTED FOR T

HIS SUBJECT
Aug-20-2020 13:51:35 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES- REACTOGENICITY E-D
Time (US & Canada) (b) (4) IARY COLLECTED FOR THIS

SUBJECT
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561006
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
Sep-28-2020 05:30:50 ACVOPFEINFP6000 |(b) (4), Query 1: Closed As per site
(UTC-05:00) Eastern (b) (6) confirmation - PD
Time (US & Canada) tracker updated
Sep-25-2020 14:00:54 ACVOPFEINFP6000 | Hector Query 1: Answered subject was out of
(UTC-05:00) Eastern Aguilar window.

Time (US & Canada) (b) (4) Investigator had to
wait until subject
was symptomlessin
order to complete
visit 2.

Sep-25-2020 06:48:21 ACVOPFEINFPE000 |(b) (4), Query 1: Opened PDQ: DOV &t this

(UTC-05:00) Eastern (b) (6) visitis out of

Time (US & Canada) window (11 day)
from DOV (20/AUG
/2020) at
V1D1VX1L. Please
either update DOV
or confirm whether
visit is out of
window due to
temporary delay of
vaccination/ else
provide details as
appropriate.

Sep-23-2020 14:12:52 ACVOPFEINFP6000 | Hector Data Entry: Initia Entry

(UTC-05:00) Eastern Aguilar Sep/23/2020

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: 11561006
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
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sep/23/2020
Time (US & Canada) (b) (4)
2a
Date L ocation User Value Reason
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Record Identifier: 1
Time (US & Canada) (b) (4) :

Temperature: 99.9

Temperature Unit: F

TemperatureLoca ORAL CAV

tion:: ITY
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4)
2.a Temperature:
Date Location User Value Reason
Sep-24-2020 01:49:56 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Sep-23-2020 14:14:50 ACVOPFEINFP6000 | Hector Query 1: Answered Original valueis
(UTC-05:00) Eastern Aguilar correct
Time (US & Canada) (b) (4)
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | auto query Query 1: Opened Temperature 99.9 F
(UTC-05:00) Eastern (autoquery) isoutside of Normal
Time (US & Canada) Range 97 - 995 F.
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 99.9
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Header Text: c4591001

Visit: V2_VAX2_L

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

Subject No: 11561006

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

Time (US & Canada) (b) 4
2.a Unit:
Date L ocation User Value Reason
Sep-23-2020 14:13:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar F
Time (US & Canada) (b) (4
2.a Temperature Location:
Date L ocation User Value Reason
Sep-23-2020 14:13:10 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 Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-23-2020 17:47:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-23-2020 17:47:56 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-23-2020 17:51:15 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-23-2020 17:47:56 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-23-2020 17:47:56 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Sep/23/2020
5a
Date L ocation User Value Reason
Sep-23-2020 17:51:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP18PW
Time (US & Canada) (b) (4
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Header Text: c4591001
Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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.aSamplelD
Date L ocation User Value Reason
Sep-23-2020 17:51:15 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP18PW
Time (US & Canada) (b) (4)
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Header Text: c4591001
Visit: V2 VAX2 L

Site No: 1156
Subject No: 11561006
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. Was there a temporary delay of vaccination?

*** Confidential***

Date L ocation User Value Reason
Sep-23-2020 14:14:31 ACVOPFEINFP6000 | 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
Sep-23-2020 14:14:31 ACVOPFEINFP6000 | 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
Sep-23-2020 14:14:31 ACVOPFEINFP6000 | 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
Sep-23-2020 14:14:31 ACVOPFEINFP6000 | 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
Sep-23-2020 14:14:31 ACVOPFEINFP6000 | 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
Sep-23-2020 14:14:31 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: V2_VAX2 L
Form Version: 22-Apr-2020 21:04

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

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

7. Route:

Date L ocation User Value Reason
Sep-23-2020 14:14:31 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
Sep-23-2020 14:14:31 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
Sep-23-2020 14:14:31 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
Sep-23-2020 14:14:31 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
Sep-23-2020 14:14:31 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: 11561006

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-21-2020 17:08:17 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Oct/21/2020
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: 11561006
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-21-2020 17:53:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Oct-21-2020 17:53:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Oct-21-2020 17:53:26 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-21-2020 17:53:20 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-21-2020 17:53:20 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Oct/21/2020
5a
Date L ocation User Value Reason
Oct-21-2020 17:53:26 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BR2Z6D
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: 11561006
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.aSamplelD
Date L ocation User Value Reason
Oct-21-2020 17:53:26 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR2Z6D
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Oct-21-2020 18:03:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BRZPN9
Time (US & Canada) (b) (4)
5.b Sample D
Date L ocation User Value Reason
Oct-21-2020 18:03:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRZPN9
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Oct-21-2020 18:03:39 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample ID: BRZPNB
Time (US & Canada) (b) (4)
5.c Sample|D
Date L ocation User Value Reason
Oct-21-2020 18:03:39 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRZPNB
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Sep-16-2020 23:05:04 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 3: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Sep-15-2020 16:22:19 | ACVOPFEINFPG000 | auto query Query 4: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-15-2020 16:22:06 | ACVOPFEINFPG000 | auto query Query 4: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Callection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-14-2020 17:22:47 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-14-2020 17:22:47 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern (g% ) Sep/1/2020

Time (US & Canada) () ©)

Sep-14-2020 15:33:25 | ACVOPFEINFP6000 | (b) (4); (b) (6) Query 3: Reissued:Opened Clinical Query:

(UTC-05:00) Eastern Please complete

Time (US & Canada) COVID TEST form.

Sep-11-2020 12:10:32 ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 12:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

DataEntry:
Sep/2/2020

Transcription Error

Sep-10-2020 09:51:44
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

Clinical Query:
COVID TEST CRF
is pending.

Sep-08-2020 18:11:41

ACVOPFEINFP6000

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

Query 3: Answered

ONCE
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - 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

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

(b) (4), (b) (6) INFORMATION IS
AVAILABLE

Sep-08-2020 11:04:29
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 3: Reissued:Opened Clinical Query: As
COVID TEST,
HLTHCARE, and
ILL POTEN forms
are mandatory,
please complete with
information
available.

Sep-03-2020 18:33:54
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) Query 3: Answered THESE FORMS
), CAN ONLY BE

®) ©) COMPLETED
WHEN THE
INFORMATION IS
OBTAINED VIA
MEDICAL
RECORD.

Sep-03-2020 17:43:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b) (4), (b) (6) |Query 3: Opened Clinical Query: Per
CRF CRs Section
8.26, please
complete COVID
TEST, HLTHCARE,

*** Confidential***

and ILL POTEN
forms.
Sep-03-2020 15:05:36 | ACVOPFEINFPS000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-02-2020 19:27:13 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)’ ) Sep/1/2020
Time (US & Canada) ®®)
Sep-02-2020 19:24:07 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-02-2020 19:05:51 | ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (:J‘)' ) Aug/31/2020
Time (US & Canada) ®) ©)
Sep-02-2020 18:36:46 | ACVOPFEINFPE000 | auto query Query 2: Candidate Date of Visitis
(UTC-05:00) Eastern (autoquery) completed but Date
Time (US & Canada) of Assessment inthe
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Sep-02-2020 18:36:46 | ACVOPFEINFPE000 | auto query Query 1: Candidate Date of Visitis

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Sep-02-2020 18:36:46 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (‘b‘)' ) Sep/2/2020

Time (US & Canada) ®)©)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Sep-02-2020 18:36:46 ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:52

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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-14-2020 17:22:47 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 12:10:32 ACVOPFEINFP6000 | auto query Query 2: Opened Date of assessment

(UTC-05:00) Eastern (autoquery) isnot same as Date

Time (US & Canada) Visit. Please check
and correct.

Sep-02-2020 19:27:29 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-02-2020 19:27:29 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern (ﬁ)v . Sep/1/2020

Time (US & Canada) ) ©)

Sep-02-2020 19:27:13 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment

(UTC-05:00) Eastern (autoquery) is not same as Date

Time (US & Canada) Visit. Please check
and correct.

Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern f; o Aug/31/2020

Time (US & Canada) ®) ©)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (4), Aug/30/2020

Time (US & Canada) (®)

3. Symptoms Ongoing?

Date L ocation User Value Reason

Sep-04-2020 04:38:23 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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-03-2020 15:05:00 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-03-2020 15:05:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NO
Time (US & Canada) ®®) Date of Last Symptom Resolv

ed:

Sep/1/2020
Sep-03-2020 07:54:41 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened DM: The response
(UTC-05:00) Eastern for "Symptoms
Time (US & Canada) Ongoing" is
missing? kindly
review and update.
4.a
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ggv@ Symptoms: FEVER
Time (US & Canada) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . FEVER
Time (US & Canada) ®)®
4.a Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . NO
Time (US & Canada) ®)®
4b
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- @ Symptoms NEW OR INCREA
Time (US & Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Form Version: 21-Aug-2020 02:52

SiteNo: 1156
Subject No: 11561006
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

: SED COUGH

Symptom YES

Present:
4.b Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (‘;)v . NEW OR INCREASED COUG
Time (US & Canada) ®©) H
4.b Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (‘;)v . YES
Time (US & Canada) ®©)
4.c
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; © Sympto NEW OR INCREAS
Time (US & Canada) ms: ED SHORTNESS OF

BREATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (‘;)v . NEW OR INCREASED SHORT
Time (US & Canada) ®©) NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . NO
Time (US & Canada) ®©)
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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/01/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4d
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern P Ssymptoms: CHILLS
Time (US & Canada) Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;‘)- . CHILLS
Time (US & Canada) ®)®
4.d Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ;‘ o NO
Time (US & Canada) ®)®
4.e
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg'(e) Symptom NEW OR INCREA
Time (US & Canada) s SED MUSCLE PAI
N
Symptom NO
Present:

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

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

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

*** Confidential***

FDA-CBER-2021-5683-0840286

4.e Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . NEW OR INCREASED MUSC
Time (US & Canada) ®®) LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . NO
Time (US & Canada) ®©)
4.f
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; © Symptom NEW LOSS OF TA
Time (US & Canada) s STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)’ . NEW LOSS OF TASTE OR SM
Time (US & Canada) ®) ) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)’ . NO
Time (US & Canada) ®) )
49
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 Eg; Eg Data Entry: Initial Entry
(UTC-05:00) Eastern Symptom NEW OR INCREAS
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Header Text: c4591001

Visit: POT_COVID_ILL 1
on Sep/01/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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), (0) (6) |s ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (‘;)v . NEW OR INCREASED SORE
Time (US & Canada) ®©) THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . NO
Time (US & Canada) ®©)
4.h
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; © Symptoms: DIARRHE
Time (US & Canada) A

Symptom Present NO
4.h Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . DIARRHEA
Time (US & Canada) ) )
4.h Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ;‘ o NO
Time (US & Canada) ®) )
4.

Page 286 of 462

*** Confidential***
FDA-CBER-2021-5683-0840287
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Sep/01/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; © Symptoms: VOMITIN
Time (US & Canada) G

Symptom Present NO
4.i Symptoms:
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFPE000 | (o) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . VOMITING
Time (US & Canada) ®) ©)
4.i Was symptom present?
Date L ocation User Value Reason
Sep-02-2020 19:24:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . NO
Time (US & Canada) ®) ©)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Audit Trail

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

on Sep/01/2020
Form Version: 06-Jul-2020 21:54 Form Status:
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Date L ocation User Value Reason
Sep-16-2020 12:03:42 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)’ .
Time (US & Canada) ®)©)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Sep-16-2020 12:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . Aug/31/2020
Time (US & Canada) () ®)
2. Specimen Type:
Date L ocation User Value Reason
Sep-16-2020 12:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . SWABBED MATERIAL
Time (US & Canada) () ®)
3. Specimen Collection Location:
Date L ocation User Value Reason
Sep-16-2020 12:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NASOPHARY NX
Time (US & Canada) ®®)
4, Assay Code and Description:
Date L ocation User Value Reason
Sep-16-2020 12:03:42 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SEVERE ACUTE RESP SYNDRO
Time (US & Canada) ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Sep-16-2020 12:03:42 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-16-2020 12:03:42 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . CEPHEID XPERT XPRESS SA
Time (US & Canada) ®®) RS-COV-2 TEST
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

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

7. Test Result:

Date Location User Value Reason

Dec-03-2020 13:51:49 | ACVOPFEINFP6000 | Charu Query 1: Closed Response setisfies

(UTC-05:00) Eastern Sabharwal query

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

Dec-03-2020 11:53:46 ACVOPFEINFP6000 |Hector Aguilar | Query 1: Answered THE SUBJECT

(UTC-05:00) Eastern (b) (4) WAS POSITIVE AT

Time (US & Canada) BASLINE FOR
COVID-19. THE
SAE REPORT
REFERSTO A
TEST DONE AT
THE HOSPITAL
WHERE THE
RESULTS WERE
UNKNOWN.

Dec-02-2020 19:23:15 | ACVOPFEINFP6000 | Giselle Castillo | Query 1: Reissued:Opened The case narrative =

(UTC-05:00) Eastern (b) (4) the SAE report

Time (US & Canada) submitted to safety.

Please revise and
update information
about covid test. If,
indeed, the result
was positive, kindly
submit a FU report.
Thank you.

Nov-30-2020 10:15:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

Query 1: Answered

WHAT ISMEANT
BY PER CASE
NARRATIVE?

Nov-30-2020 08:18:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Gisdlle Castillo
(b) (4)

Query 1: Opened

Per case narrative
"the covid test result
isunk from 31 Aug
2020" but in CFRis
recorded as positive.
Please revise and
update information.
If appropriate,
submit a FU report
with the correct
results to be added
to the narrative.
Thank you.
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Sep/01/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

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

Sep-16-2020 12:03:42 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (3), . POSITIVE
Time (US & Canada) ®®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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-16-2020 10:35:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
Sep-15-2020 16:25:36 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)
Sep-03-2020 15:14:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-16-2020 10:35:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB_SELF
Time (US & Canada)
Sep-15-2020 16:25:36 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)
Sep-03-2020 15:14:40 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-17-2020 03:05:14 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Closed Response satisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Sep-16-2020 10:35:09 ACVOPFEINFP6000 | auto query Query 2: Answered Initial Entry
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-16-2020 10:35:09 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-05:00) Eastern & ® NO
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status. Data Complete, Frozen, Verified

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

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

Time (US & Canada)

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

Sep-16-2020 10:17:06 ACVOPFEINFP6000 |(b) (4), Query 2: Opened DM: Kindly update

(UTC-05:00) Eastern (b) (6) the SELF SWAB

Time (US & Canada) form to avoid
yellow traffic lights.
Thank you.

Sep-15-2020 16:25:36 ACVOPFEINFP6000 |Hector Aguilar | Data Entry: Changed

(UTC-05:00) Eastern (b) (4) Information

Time (US & Canada)

Sep-09-2020 11:35:28 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-09-2020 11:35:13 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

Time (US & Canada)

as appropriate.

Sep-09-2020 11:35:13 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (;‘% . YES
Time (US & Canada) ) ©) Date of Collection:

Sep/2/2020
Sep-03-2020 15:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . NO
Time (US & Canada) ) ©)
4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:
Date L ocation User Value Reason
Sep-16-2020 10:35:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;‘)v . SWBA PFE
Time (US & Canada) ) ©)
Sep-09-2020 11:35:21 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)v .
Time (US & Canada) ) ©)
Sep-03-2020 15:14:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) SWAB PFE

(b) (6)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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-15-2020 16:25:52 ACVOPFEINFP6000 |Hector Aguilar | Data Entry: Changed

(UTC-05:00) Eastern (b) (4) Sample | D: C\V09259 Information

Time (US & Canada) (DELETED)

Sep-09-2020 11:35:28 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern . Sample D: CV09259

Time (US & Canada)

5.aSamplelD

Date L ocation User Value [Reason

Sep-15-2020 | ACVOPFEINFP6000 Hector Aguilar DataE | Changed Information

16:25:52 (b) (4) ntry: (DELETED)

(UTC-05:00) SV092

Eastern Time 59

(US&

Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by

21:01:04 (b) (4) 1: Clos | Validation Check:

(UTC-05:00) ed VC_BEETRKO001_01

Eastern Time

(US&

Canada)

Sep-14-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | REQUEST

17:09:14 1: Ans [COMPLETED

(UTC-05:00) wered

Eastern Time

(US&

Canada)

Sep-11-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4679150;This

14:40:26 (b) (4) 1: Ope |Barcodeis already

(UTC-05:00) ned recorded more than

Eastern Time once (for the same

(Us& subject). Please

Canada) review and update as
appropriate.

Sep-09-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) DataE | Initia Entry

11:35:28 ntry:

(UTC-05:00) CVv092
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Header Text: c4591001

on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Eastern Time
(Us&
Canada)

59
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-09-2020 11:36:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

Sep-09-2020 11:35:38 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-03-2020 15:05:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Sep-09-2020 11:36:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

Sep-09-2020 11:35:38 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

(UTC-05:00) Eastern (autocalc)

Time (US & Canada)

Sep-03-2020 15:05:36 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-18-2020 05:38:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 8: Closed As per confirmation,

(UTC-05:00) Eastern query has been

Time (US & Canada) closed.

Sep-16-2020 10:38:43 | ACVOPFEINFPG000 | auto query Query 9: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-16-2020 10:37:49 | ACVOPFEINFP6000 | auto query Query 9: Opened There are morethan 1

(UTC-05:00) Eastern (autoquery) barcode present for
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Time (US & Canada)

sample collection.
Please review and

correct as

appropriate.
Sep-16-2020 10:35:53 | ACVOPFEINFP6000 |(b) Query 8: Answered DATES DO NOT
(UTC-05:00) Eastern (ﬁ)' . NEED TO BE
Time (US & Canada) (b) (6) EQUAL.

Sep-16-2020 09:32:12
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 8: Reissued: Opened

DM 1: Thanks for
your response. Date
of Collection
02/Sep/2020 is
different from Date
of Visit 01/Sep/2020.
Please review and
update as appropriate,
else clarify.

Sep-15-2020 16:24:35
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

Query 8: Answered

Date of collection
occurred at site

Sep-15-2020 16:22:29 | ACVOPFEINFP6000 | auto query Query 7: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-15-2020 16:22:19 | ACVOPFEINFP6000 | auto query Query 8: Opened Date of Collection

(UTC-05:00) Eastern (autoquery) 02/Sep/2020 is

Time (US & Canada) different from Date
of Visit 01/Sep/2020.
Please review and
update as appropriate,
else clarify.

Sep-15-2020 16:22:19 | ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed Information

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

Time (US & Canada)

Date of Collection:

Sep/2/2020

Sep-15-2020 16:22:06 | ACVOPFEINFP6000 | auto query Query 7: Candidate '‘Sample Collected? is

(UTC-05:00) Eastern (autoquery) Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Sep-15-2020 16:22:06 | ACVOPFEINFPG000 | Hector Aguilar | Data Entry: Changed Information

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

Time (US & Canada) Date of Collection:

Sep-14-202017:08:34 | ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-14-2020 17:08:34 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern (ﬁ)' = NO

Time (US & Canada)

Sep-14-202017:08:19 | ACVOPFEINFP6000 | auto query Query 6: Candidate '‘Sample Collected? is

(UTC-05:00) Eastern (autoquery) Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Sep-12-2020 02:18:27 | ACVOPFEINFP6000 | Sandip Query 3: Closed Response satisfies

(UTC-05:00) Eastern Namdeorao query

Time (US & Canada) Suryawanshi

(b) (4)

Sep-11-2020 12:10:32 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 12:07:47 | ACVOPFEINFP6000 | auto query Query 5: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-11-2020 12:06:56 | ACVOPFEINFP6000 | auto query Query 5: Candidate '‘Sample Collected? is

(UTC-05:00) Eastern (autoquery) Yes, however no

Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.

Sep-11-2020 12:06:56 | ACVOPFEINFP6000 | auto query Query 4: Opened Date of Collection

(UTC-05:00) Eastern (autoquery) 02/Sepl2020 is

Time (US & Canada) different from Date
of Visit 01/Sep/2020.
Please review and
update as appropriate,
else clarify.
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Sep-11-2020 12:06:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Answered

Changed Information

Sep-11-2020 12:06:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

Data Entry:
YES

Date of Collection:

Changed Information

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

Sep/2/2020

Sep-10-2020 23:48:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Opened Per comment,SWAB

(UTC-05:00) Eastern COLLECTED

Time (US & Canada) ON-SITEUSING
SUBJECT'S
SELF-SWAB KIT.If
Swab was collected
by site personnel then
this sample needsto
be recorded on the
SWAB PFE CRF
even if it was with
the Self-Swab
kit.Please review and
correct as
appropriate.

Sep-09-2020 11:36:20 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern @, NO

Time (US & Canada) ®®)

Sep-09-2020 11:35:38 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error

(UTC-05:00) Eastern ),

Time (US & Canada) ®®)

Sep-09-2020 08:05:41 | ACVOPFEINFPE000 | (b) (4), (b) (6) Query 1: Closed Reguery done on

sampleid datafield
for sameissue.

Sep-08-2020 18:15:19
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
4,
(b) (6)

Query 1: Answered

COLLECTED
USING SELF SWAB
KIT.

Sep-07-2020 05:05:31
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

DM1: Thanksfor
response. Please
verify and confirm if
sample was collected
using Self Swab kit.
Else clarify.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Sep-03-2020 15:07:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
@,
(b) (6)

Query 1: Answered

PER CRF
COMPLETION
REQUIREMENTS
DOV ILL ISTHE

DATE THAT THE
FIRST
ASSESSMENTS
TOOK PLACE,
AND NOT
NECESSARILY
THE DATE THAT
THE SWAB WAS
OBTAINED.
Sep-03-2020 15:05:59 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-03-2020 15:05:36 | ACVOPFEINFP6000 | auto query Query 2: Candidate 'Sample Collected? is
(UTC-05:00) Eastern (autoquery) Yes, however no
Time (US & Canada) barcodes are entered.
Please review and
correct as
appropriate.
Sep-03-2020 15:05:36 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection
(UTC-05:00) Eastern (autoquery) 02/Sep/2020 is
Time (US & Canada) different from Date
of Visit 01/Sep/2020.
Please review and
update as appropriate,
else clarify.
Sep-03-2020 15:05:36 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) YES

Time (US & Canada)

(b) (6)

Date of Collection:

Sep/2/2020

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

Date L ocation User Value Reason
Sep-09-2020 11:36:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . SWAB COLLECTED ON-SITE
Time (US & Canada) ®©) USING SUBJECT'S SELF-SW
ABKIT
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

5a

Date L ocation User Value Reason
Sep-16-2020 10:37:49 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; . Sample | D: CV09259

Time (US & Canada)

Sep-16-2020 10:37:31 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . SampleD:

Time (US & Canada) ®)©

Sep-16-2020 10:37:03 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern 28’(6) Sample I D: Not Done

Time (US & Canada)

Sep-15-2020 16:25:04 ACVOPFEINFP6000 | Hector Aguilar | Data Entry: Changed
(UTC-05:00) Eastern (b) (4) SampleD: Not Done Information
Time (US & Canada) (DELETED)
Sep-14-2020 17:08:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

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

@,
(b) (6)

SampleD: Not Done

Sep-14-2020 17:08:19
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
@,
(b) (6)

Data Entry:
SamplelD:

Transcription Error

Sep-11-2020 12:07:47
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

Data Entry:
Sample I D: CV09259

Initial Entry

Sep-09-2020 11:35:54 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-OSZOO) Eastern (ﬁ)’ 6 Samp|e ID:

Time (US & Canada) ®©)

Sep-03-2020 15:05:59 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ%’@ Sample |D: CV09259

Time (US & Canada)

5.aSample D

Date L ocation User Value |Reason
Sep-20-2020 | ACVOPFEINFP6000 (b) (4), () (6) Query | Asper site
23:56:22 5: Dele | confirmation in
(UTC-05:00) ted previous query.
Eastern Time

(US&
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Sep/01/2020

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

Subject No: 11561006

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

Canada)

Sep-18-2020 | ACVOPFEINFP6000
07:08:22

(b) (4), () (6) Query | DM1: Thanksfor
5: Cand | response. Please

(UTC-05:00) idate verify and confirm if

Eastern Time the Self Swab kit was

(Us& used. If yes, please

Canada) update provided data
in Self swab form.
Else clarify.

Sep-18-2020 | ACVOPFEINFPG000 (b) (4), () (6) Query | Issued another query.

06:58:03 4: Clos

(UTC-05:00) ed

Eastern Time

(Us&

Canada)

Sep-18-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM1: Thanksfor

06:47:11

4: Reis | response. Please

(UTC-05:00) sued:O | verify and confirm if
Eastern Time pened | the Self Swab kit was
(Us& used. If yes, please
Canada) update provided data
in Self swab form.
Else clarify.
Sep-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query |PLEASE REVIEW

12:23:17

4: Ans | THE AUDIT TRAIL

(UTC-05:00) wered | SO YOU CAN BE
Eastern Time AWARE OF WHY
(Us& THIS DATA WAS
Canada) ENTERED.
Sep-17-2020 | ACVOPFEINFP6000 (b) (4), () (6) Query | DM: Please consider

07:19:58

4: Reis |toreview Barcode

(UTC-05:00) sued:O | characters and
Eastern Time pened | consider to correct as
(Us& appropriate. Thank
Canada) you.

Sep-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |THISWASTHE

10:38:29
(UTC-05:00)
Eastern Time
(Us&
Canada)

4: Ans | INSTRUCTION
wered [ FROM DATA
MANAGEMENT.
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Site No: 1156

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 22-Apr-2020 21:03

Subject No: 11561006
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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Sep-16-2020 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6
10:37:49 (autoquery) 4: Ope | charactersin length.
(UTC-05:00) ned Please review and
Eastern Time correct as

(US& appropriate.
Canada)

Sep-16-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initial Entry
10:37:49 ntry:

(UTC-05:00) Cv092

Eastern Time 59

(US&

Canada)

Sep-16-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Initial Entry
10:37:31 ntry:

(UTC-05:00)

Eastern Time

(US&

Canada)

Sep-16-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Transcription Error
10:37:03 ntry:

(UTC-05:00) Not Do

Eastern Time ne

(US&

Canada)

Sep-15-2020 | ACVOPFEINFPG000 Hector Aguilar Data E | Changed Information
16:25:04 (b) (4) ntry: | (DELETED)
(UTC-05:00) Not Do

Eastern Time ne

(US&

Canada)

Sep-14-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by
21:01:.04 (b) (4) 3: Clos | Validation Check:
(UTC-05:00) ed VC_BEETRKO001_01
Eastern Time

(US&

Canada)

Sep-14-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Initial Entry
17:08:48 ntry:

(UTC-05:00) Not Do

Eastern Time ne

(US&

Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Sep/01/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156

Subject No: 11561006
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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Sep-14-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error

17:08:19 (autoquery) 3: Ans

(UTC-05:00) wered

Eastern Time

(US&

Canada)

Sep-14-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Transcription Error

17:08:19 ntry:

(UTC-05:00)

Eastern Time

(US&

Canada)

Sep-13-2020 | ACVOPFEINFP6000 Emily Worobetz Query | Site confirmed used

21:58:09 (b) (4) 2: Clos | self-swab kit to

(UTC-05:00) ed collect swab on-site

Eastern Time which explains the

(Us& barcode length

Canada) discrepancy

Sep-12-2020 | ACVOPFEINFP6000 Sandip Namdeorao Query | Entered barcodeis

05:20:55 Suryawanshi 2: Reis | not 6 charactersin

(UTC-05:00) (b) (4) sued:O |length. Kindly verify

Eastern Time pened | and confirm barcode

(Us& number and update

Canada) CRF. thank you.

Sep-11-2020 | ACVOPFEINFPG000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4679149;This

14:40:26 (b) (4) 3: Ope |Barcodeisalready

(UTC-05:00) ned recorded more than

Eastern Time once (for the same

(US& subject). Please

Canada) review and update as
appropriate.

Sep-11-2020 | ACVOPFEINFP6000 Hector Aguilar Query |SWAB

12:08:31 (b) (4) 2: Ans | COLLECTED

(UTC-05:00) wered | ON-SITE USING

Eastern Time SUBJECT'S

(US& SELF-SWAB KIT

Canada)

Sep-11-2020 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6

12:07:47 (autoquery) 2: Ope |charactersinlength.

(UTC-05:00) ned Please review and

Eastern Time correct as

(US& appropriate.
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Header Text: c4591001

on Sep/01/2020

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

Subject No: 11561006

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

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 - NASAL SWAB - eCRF

Canada)

Sep-11-2020 | ACVOPFEINFPG000 Hector Aguilar DataE | Initial Entry

12:07:47 (b) (4) ntry:

(UTC-05:00) CVv092

Eastern Time 59

(Us&

Canada)

Sep-10-2020 | ACVOPFEINFP6000 (b) (4). (b) (6) Query | Response satisfies

03:42:46 1: Clos | query

(UTC-05:00) ed

Eastern Time

(US&

Canada)

Sep-09-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Transcription Error

11:.35:54 ntry:

(UTC-05:00)

Eastern Time

(Us&

Canada)

Sep-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | UPDATED

11:35:46 1: Ans

(UTC-05:00) wered

Eastern Time

(Us&

Canada)

Sep-09-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM2: Per site

08:04:56 1: Reis | response, please

(UTC-05:00) sued:O | update provided data

Eastern Time pened |in self swab form and

(US& remove data from

Canada) this form. Thank you.

Sep-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | SELF SWAB SKIT

18:14:52 1: Ans |WASUSED BY THE

(UTC-05:00) wered | SITE. CRF

Eastern Time COMPLETION

(US& INSTRUCTIONS

Canada) DO NOT PROVIDE
GUIDANCE FOR
THIS SITUATION.

Sep-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM1: Thanksfor

05:00:45 1: Reis |response. Please

*** Confidential***

Page 305 of 462

FDA-CBER-2021-5683-0840306




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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) sued:O | verify and confirm if

Eastern Time pened | the Self Swab kit was

(US& used. If yes, please

Canada) update provided data
in Self swab form.
Else clarify.

Sep-03-2020 | ACVOPFEINFP6000 Hector Aguilar Query |1 am scanning the bar

17:53:39 (b) (4) 1: Ans | codeand it keeps

(UTC-05:00) wered | producing the seven

Eastern Time digits (CV09259).

(US& Under the bar code

Canada) the same numeration
appears.

Sep-03-2020 | ACVOPFEINFP6000 auto query Query | Barcodeisnot 6

15:05:59 (autoquery) 1: Ope |charactersin length.

(UTC-05:00) ned Please review and

Eastern Time correct as

(Us& appropriate.

Canada)

Sep-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data E | Initial Entry

15:05:59 ntry:

(UTC-05:00) CVv092

Eastern Time 59

(US&

Canada)

5b

Date Location User Value Reason

Sep-16-2020 10:48:44 | ACVOPFEINFP6E000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern (ﬁ)- . Sample 1D: (DELETED)

Time (US & Canada) ®®)

Sep-16-2020 10:38:43 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern (s)- . SampleID:

Time (US & Canada) ®©)

Sep-15-2020 16:22:29 ACVOPFEINFP6000 |Hector Aguilar | Data Entry: Initial Entry

(UTC-05:00) Eastern (b) (4) Sample | D: CV09259

Time (US & Canada)
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Time (US & Canada)

5.b SampleD

Date L ocation User Value Reason

Sep-21-2020 05:49:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Sep-16-2020 10:48:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-05:00) Eastern (DELETED)

Time (US & Canada)

Sep-16-2020 10:38:43 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-05:00) Eastern

Time (US & Canada)

Sep-16-2020 10:38:21 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Answered THISWAS THE

(UTC-05:00) Eastern INSTRUCTION

Time (US & Canada) FROM DATA
MANAGEMENT.

Sep-16-2020 09:25:25 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Reissued:Opened DM 1: Thanks for

(UTC-05:00) Eastern your response.

Barcodeis not 6
charactersin length.
Please review and

correct as
appropriate.
Sep-15-2020 16:23:15 | ACVOPFEINFP6000 | Hector Aguilar Query 1: Answered SWAB
(UTC-05:00) Eastern (b) 4 COLLECTED
Time (US & Canada) ON-SITEUSING
SUBJECT'S
SELF-SWAB KIT
Sep-15-2020 16:22:29 | 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.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Sep/01/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Back to Form

5.b Sample 1D
Date L ocation User Value Reason
Sep-15-2020 16:22:29 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar CV09259
Time (US & Canada) (b) (4)
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Header Text: c4591001

on Sep/01/2020

Site No: 1156
Subject No: 11561006
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***

FDA-CBER-2021-5683-0840310

la
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg'(e) Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrenceof Visits NO

or Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . SPECIALIST
Time (US & Canada) () ®)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . NO
Time (US & Canada) ) ®)
1b
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E‘gg - Type of Practit EMERGENCY
Time (US & Canada) ioner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vi

cts: sitsor Contac

ts.
1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
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.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . EMERGENCY ROOM
Time (US & Canada) ®®)
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . YES
Time (US & Canada) ®©) Number of Visits or Contacts:
1
lc
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 2‘8'(6) Type of Practit PRIMARY C
Time (US & Canada) ioner: ARE PHYSIC
IAN

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . PRIMARY CARE PHY SICIAN
Time (US & Canada) ®®)
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern (ﬁ)v . NO
Time (US & Canada) ®©)
1d
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
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

*** Confidential***

FDA-CBER-2021-5683-0840312

Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 2‘8'(6) Type of Practitione URGENT
Time (US & Canada) r CARE

Occurrenceof Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFPE000 | (o) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . URGENT CARE
Time (US & Canada) ®©)
1.d Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . NO
Time (US & Canada) ®©)
le
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; © Type of Practit TELEPHONE
Time (US & Canada) ioner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
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.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . TELEPHONE CONSULTATIO
Time (US & Canada) ®®) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . NO
Time (US & Canada) ®©)
1f
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Ko Typeof Practitioner: ~ OTH
Time (US & Canada) ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)’ . OTHER
Time (US & Canada) ®®
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-09-2020 10:12:07 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)’ . NO
Time (US & Canada) ®©
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-16-2020 14:01:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 4: Closed Response satisfies
(UTC-05:00) Eastern query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
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

Time (US & Canada)

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

Nov-16-2020 10:23:41
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
@,
(b) (6)

Query 4: Answered

THERE AREN'T
ANY VITALS
INDICATIVE OF
SEVERE SYSTEMIC
ILLNESS.

Nov-15-2020 13:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Reissued:Opened

Clin: VITALS COV,
PULSE OX, and
RESP TX information
should be available but
has not been entered.

Please make every
effort to obtain.
Nov-15-2020 13:57:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 5: Closed Error
(UTC-05:00) Eastern
Time (US & Canada)
Nov-15-2020 13:56:42 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 5: Opened Clin: VITALSCOV,

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

PUL SE OX, and
RESP TX information
should be available but
has not been entered.
Please make every
effort to obtain.

Nov-15-2020 11:25:52
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
(OF
(b) (6)

Query 4: Answered

ALL APPLICABLE
INFORMATION HAS
ALREADY BEEN
ENTERED.

Nov-14-2020 18:08:48
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 4: Opened

Clin: Asthis 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.

Nov-02-2020 02:49:11
(UTC-05:00) Eastern

ACVOPFEINFP6000

Salim
Bouguermouh

Query 3: Closed

Response satisfies
query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

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

Time (US & Canada) (b) (4)
Oct-29-2020 13:21:00 | ACVOPFEINFPG6000 | auto query Query 3: Answered Changed Information
(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Oct-29-2020 13:21:00
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | (b)
@,
(b) (6)

Data Entry:
YES

Has the subject been ininten
sive care due to potential C
OVID-19 ilIness?

NO

Changed Information

Oct-27-2020 17:30:54
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 | Salim
Bouguermouh

(b) (4)

Query 3: Reissued:Opened

Clin: Theclinical
picture was not severe.
If the ICU isentered in
the CRF we would
consider the
COVID-19illness as
severe per protocol
section 8.1. and have a
discrepancy with the
mild toxicity grade
entered in the CRF
form.

Oct-23-2020 12:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 Ebg
4),
(b) (6)

Query 3: Answered

PLEASE PROVIDE
JUSTIFICATION
FOR REVISING TO
NO. THE SUBJECT
DID NOT REQUIRE
AN ADMISSION TO
THEICU TO
IMPROVE HIS
CONDITION,
HOWEVER HE WAS
STILL PLACED IN
THEICU.

Oct-23-2020 12:22:23 | ACVOPFEINFP6000 | Salim Query 3: Reissued:Opened Clin: Please consider
(UTC-05:00) Eastern Bouguermouh selecting "Has the
Time (US & Canada) (b) (4) Participant been in
intensive care due to
potential COVID-19
illness? asNO."
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
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

Oct-20-2020 16:11:42
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
@,
(b) (6)

Query 3: Answered

eCRF COMPLETION
GUIDELINE V8.0
STATES "Hasthe
Participant beenin
intensive care due to
potential COVID-19
illness?as YES or
NO." IT SEEMSTO
BEA YESORNO
QUESTION AND
DOESN'T LIST ANY
DETERMINATION
CRITERIA. PLEASE
ADVISE HOW TO
PROCEED.

Oct-20-2020 08:25:09
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Salim
Bouguermouh

(b) (4)

Query 3: Opened

Clin: As per response
"PLACED IN ICU
PRECAUTIONARILY
DUE TO SUBJECT'S
POSITIVE COVID
TEST". The subject
did not fulfils the
criteriaof asevere
COVID-19 illness that
necessitate the
admission to the ICU.
Please consider
removing the ICU
entry.

Sep-30-2020 02:32:40
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 2: Closed

Response satisfies
query

Sep-24-2020 17:45:57
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 2: Answered

SHOULD WAS
HOSPITALIZED FOR
DVT BUT PLACED
INICU
PRECAUTIONARILY
DUE TO SUBJECT'S
POSITIVE COVID
TEST.

Sep-24-2020 16:18:17
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Closed

Response sdtisfies
query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1156
Subject No: 11561006
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

Sep-24-2020 15:36:02
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Salim
Bouguermouh

(b) (4)

Query 2: Opened

Clin: Please could you
confirm if the subject
has been in intensive
care due to potential
COVID-19ilIness. Per
SAE narrative the
subject was mostly
asymptomatic at the
hospital visit.

Sep-21-2020 16:45:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
4

(b) )

Query 1: Answered

ALL FORMS
MENTIONED ARE
NOT APPLICABLE
ASTHEY DID NOT
OCCUR

Sep-18-2020 10:08:21
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

Clinical Query:
Pending completion of
RESP TX, ILL
SEVERE, VITALS
COV, PULSE OX,

OXYGEN, and
VASOPRESS CRFs.
Sep-16-2020 19:09:57 | ACVOPFEINFP6000 |(b) Query 1: Answered EVENT ISNOT
(UTC-05:00) Eastern ), COMPLETE

Time (US & Canada)

(b) (6)

Sep-10-2020 09:55:53 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened Clinica Query: Per
(UTC-05:00) Eastern Section 8.26 of CRF
Time (US & Canada) CRs, please complete
HOSP, RESP TX, ILL
SEVERE, LAB
CHEM, LAB HEM,
VITALS COV, PULSE
OX, OXYGEN,
VASOPRESS, and
IMAGING forms.
Sep-09-2020 10:12:07 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern @ YES

Time (US & Canada)

(b) (6)

Has the subject been ininten
sive care due to potential C
OVID-19 iliness?

YES
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trall

on Sep/01/2020
Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Date L ocation User Value Reason
Sep-16-2020 17:31:38 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)’ .
Time (US & Canada) () (©)
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Form Version: 22-Apr-2020 21:02 Form Status:

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

Back to Form

Date L ocation User Value Reason
Sep-16-2020 17:31:49 ACVOPFEINFP6000 |(b) Form Created

(UTC-05:00) Eastern (;‘)f .

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1156
Subject No: 11561006
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-16-2020 17:31:38 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-16-2020 17:31:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . HOSPITAL

Time (US & Canada) () ®)

3. Admission Date:

Date L ocation User Value Reason
Sep-16-2020 17:31:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Aug/31/2020

Time (US & Canada) ®®)

4, Ongoing?

Date L ocation User Value Reason
Sep-22-2020 11:29:50 ACVOPFEINFP6000 ((b) (4), (b) (6) |[Query 1: Closed Response setisfies

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

query

Sep-21-2020 16:45:01
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG6000

auto query
(autoquery)

Query 1: Answered

Transcription Error

Sep-21-2020 16:45:01 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern <3)' . NO
Time (US & Canada) ®®) Discharge Date:
Sep/2/2020
Sep-18-2020 10:04:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened Clinical Query: Per

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

CRF CRs Section
8.36.1, duration of
HOSPITAL should
be the total hospital

*** Confidential***

Page

319 of 462

FDA-CBER-2021-5683-0840320




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

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

stay INCLUDING
ICU. Please update
discharge date to
includetimein ICU

which hasa
discharge date of
02Sep2020.
Sep-16-2020 17:31:38 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (E)' ) NO
Time (US & Canada) ®®) Discharge Date:
Aug/31/2020
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:02

Site No: 1156

Subject No: 11561006
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
Oct-29-2020 13:44:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Not Applicable
Time (US & Canada)
Oct-29-2020 13:42:59 ACVOPFEINFP6000 |autocalc |DataEntry: Changed
(UTC-05:00) Eastern (autocalc) Information
Time (US & Canada)
Sep-16-2020 17:31:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | HOSPITALIZATION STATUS
Time (US & Canada)
2. Hospitalization Term:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | Salim Query 1: Closed | Response satisfies query
02:49:30 Bouguermouh
(UTC-05:00) (b) (4
Eastern Time (US
& Canada)
Oct-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
13:44:03 (ﬁ)' . Not Applicable
(UTC-05:00) ®©)
Eastern Time (US
& Canada)
Oct-29-2020 ACVOPFEINFP6000 | auto query Query 1: Answer | Changed Information
13:42:59 (autoquery) ed
(UTC-05:00)
Eastern Time (US
& Canada)
Oct-29-2020 ACVOPFEINFP6000 |(b) Data Entry: Changed Information
13:42:59 ),
AE- (b) (6)
(UTC-05:00)
Eastern Time (US
& Canada)
Oct-27-2020 ACVOPFEINFP6000 | Salim Query 1: Reissue | Clin: Theclinica picture was not severe.
17:30:38 Bouguermouh d:Opened If the ICU is entered in the CRF we
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 22-Apr-2020 21:02

Site No: 1156

Subject No: 11561006
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

(UTC-05:00) (b) (4) would consider the COVID-19 ilIness as

Eastern Time (US severe per protocol section 8.1. and have

& Canada) adiscrepancy with the mild toxicity
grade entered in the CRF form.

Oct-23-2020 ACVOPFEINFP6000 |(b) Query 1: Answer | PLEASE PROVIDE JUSTIFICATION

12:42:02 ), ed FOR REVISING TO NO. THE

(UTC-05:00) ® ©) SUBJECT DID NOT REQUIRE AN

Eastern Time (US ADMISSION TO THE ICU TO

& Canada) IMPROVE HIS CONDITION,
HOWEVER HE WAS STILL PLACED
IN THE ICU.

Oct-23-2020 ACVOPFEINFP6000 |Salim Query 1: Reissue | Clin: Please consider selecting "Has the

12:24:52 Bouguermouh d:Opened Participant been in intensive care due to

(UTC-05:00) (b) (4) potential COVID-19 illness? as NO."

Eastern Time (US sand removing the second row on the

& Canada) POT_COVID_ILL:HOSPITALIZATION
DETAILS CRF form

Oct-20-2020 ACVOPFEINFP6000 |(b) Query 1: Answer | eCRF COMPLETION GUIDELINE

16:11:56 ), ed V8.0 STATES "Has the Participant been

(UTC-05:00) ® ©) in intensive care due to potential

Eastern Time (US COVID-19illness?as YESor NO." IT

& Canada) SEEMSTO BE A YESOR NO
QUESTION AND DOESN'T LIST ANY
DETERMINATION CRITERIA.
PLEASE ADVISE HOW TO
PROCEED.

Oct-20-2020 ACVOPFEINFPGE000 | Salim Query 1: Opened | Clin: As per response "PLACED IN ICU

08:25:28 Bouguermouh PRECAUTIONARILY DUETO

(UTC-05:00) (b) (4) SUBJECT'S POSITIVE COVID TEST".

Eastern Time (US The subject did not fulfils the criteria of

& Canada) asevere COVID-19 illness that
necessitate the admission to the ICU.
Please consider removing the ICU entry.

Sep-16-2020 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

17:31:49 ), ICU

(UTC-05:00) ®©)

Eastern Time (US

& Canada)

3. Admission Date:

Date L ocation User Value Reason
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Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:02

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
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Oct-29-2020 13:44:03 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (3)' . Not Applicable

Time (US & Canada) ®®)

Oct-29-2020 13:43:30 ACVOPFEINFP6000 |(b) Data Entry: Changed

(UTC-05:00) Eastern (3)' . Information

Time (US & Canada) ®®)

Sep-16-2020 17:31:49 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (3)1 . Aug/31/2020

Time (US & Canada) ®®)

4, Ongoing?

Date L ocation User Value Reason

Oct-29-2020 13:44:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (‘g)v 5 Not Applicable

Time (US & Canada) ®)©)

Oct-29-2020 13:43:38 | ACVOPFEINFP6000 |(b) Data Entry: Changed Information

(UTC-05:00) Eastern (;1), )

Time (US & Canada) ®)©)

Oct-23-2020 12:23:21 ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

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

Oct-20-2020 16:07:41 ACVOPFEINFP6000 | (b) Query 1: Answered THEDVT WAS

(UTC-05:00) Eastern (;1), ) GIVEN SERIOUS

Time (US & Canada) ®)©) CRITERIA AND
NOT THE COVID-19
ILLNESS. THE
SUBJECT'S SAE
REPORT ONLY
MADE A BRIEF
MENTION OF
COVID-19ASIT
WASASMILD AS
IT COULD GET.

Oct-20-2020 08:29:26 ACVOPFEINFP6000 | Salim Query 1: Opened Clin: The subject did

(UTC-05:00) Eastern Bouguermouh not fulfils the criteria

Time (US & Canada) (b) (4) of asevere
COVID-19illness
that necessitate the
admission to the ICU.
Please consider
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Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Sep/01/2020
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006
Generated By: (b) (4)

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

updating the initial
SAE report by adding
the
PRECAUTIONARY
ICU ADDMISSION"
viaan SAE follow-up

report.
Sep-16-2020 17:31:49 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;1), ) NO
Time (US & Canada) ®)©) Discharge Date:
Sep/2/2020
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Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

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 L ocation User Value Reason
-28- :34: ata Entry: nitial Entry
28-2020 12:34:04 ACVOPFEINFP6000 |(b) Data Entry Initial E

-05: astern J ot Done
UTC-05:00) E <§> . Not D

Time (US & Canada) () ®)

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Sep-28-2020 12:34:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (;‘)- . Not Done

Time (US & Canada) (b) ®)

3. Treatment:

Date L ocation User Value Reason

Sep-28-2020 12:34:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) (b) ®)

4. Treatment:

Date L ocation User Value Reason

Sep-28-2020 12:34:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) () ®)

5. Start Date:

Date L ocation User Value Reason

Sep-28-2020 12:34:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) () ®)

6. Ongoing?

Date L ocation User Value Reason

Sep-28-2020 12:34:04 ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry

(UTC-05:00) Eastern ®) ®) Not Done

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Sep/01/2020

Form Version: 06-Jul-2020 21:53
SiteNo: 1156

Subject No: 11561006
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

Time (US & Canada)

(b) (4). (b) (6)
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Header Text: c4591001

on Sep/01/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

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:

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

(6)

Date L ocation User Value Reason
Sep-16-2020 17:36:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNESS
Time (US & Canada)
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Sep-16-2020 17:36:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;‘)- . YES
Time (US & Canada) (b) ®) Respiratory IlIness Diagnosis:

COVID-19 PNEUMONIA

Date of Diagnosis:

Aug/31/2020
3. Toxicity Grade:
Date Location User Value Reason
Oct-13-2020 11:18:10 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

query

Oct-12-2020 17:44:57 ACVOPFEINFP6000 | Hector Aguilar | Query 1: Answered SOURCE DATA

(UTC-05:00) Eastern (b) (4) HASBEEN

Time (US & Canada) UPLOADED TO
FLORENCE

Oct-08-2020 10:06:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened This data point

(UTC-05:00) Eastern ®) cannot be monitored

Time (US & Canada) until Source

documentation is
provided in Florence.

Please kindly upload

the current version.
Oct-07-2020 17:16:18 ACVOPFEINFP6000 (E) 4, Query 1: Answered BECAUSE
(UTC-05:00) Eastern ®) (©) UPLOADS HAVE
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

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

Time (US & Canada) (b) (4), (b) (6) VERSIONS AND
THEY ARE NOT
ALWAYS
IMMEDIATELY
UPLOADED.
Oct-07-2020 14:19:49 | ACVOPFEINFP6000 | (b) (4). (b) (6) Query 1: Opened Toxicity grade was
(UTC-05:00) Eastern not documented in
Time (US & Canada) the Florence source
document. Please
review and confirm
if thisis accurate.
Sep-16-2020 17:36:04 | ACVOPFEINFPE000 | (b) Data Entry: Initia Entry
(UTC-05:00) Eastern “) 1

Time (US & Canada)

(b) (6)
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS- SEVERE - eCRF Audit Trail History

on Sep/01/2020

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Sep-28-2020 12:34:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>' . Not Applicable

Time (US & Canada) () ®)

2. Subcategory of Clinical Event:

Date L ocation User Value Reason
Sep-28-2020 12:34:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>' . Not Applicable

Time (US & Canada) (b) ®)

3. Was a diagnosis obtained?

Date L ocation User Value Reason
Sep-28-2020 12:34:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable

Time (US & Canada) (b) ®)

4, Toxicity Grade:

Date Location User Value Reason
Sep-28-2020 12:34:57 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)l . Not Applicable
Time (US & Canada) () ®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

Site No: 1156
Subject No: 11561006
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-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)’ .
Time (US & Canada) ®)©)
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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

Back to Form

*** Confidential***

1. Lab Panel:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 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 10:45:30 ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4 query
Time (US & Canada)
Oct-16-2020 09:48:51 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Oct-16-2020 09:48:51 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (;‘)’ . BRUCE W. CARTER DEPT O
Time (US & Canada) ) ©) F WIMC [CLIA#10D0987461]
1201 Northwest 16th Street M
AMI, FL 33125-1624
Oct-15-2020 14:07:31 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-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . BRUCE W. CARTER DEPT O
Time (US & Canada) ) ©) F WIMC [CLIA#10D0987461]
1201 Northwest 16th Street M|
AMI, FL 33125-1624
3. Collection Date:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1156
Subject No: 11561006
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

Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Aug/31/2020
Time (US & Canada) ®©
4, Specimen Type:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5.a
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Define 329
Time (US & Canada) d Identifier:
Test:: C Reactive Prote
in_PX329
Result:: 115
Not Done::
Lab Normal Ra Low
nge: 0.1
High
3.0
Unit
mg/L
5.a Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 329
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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

*** Confidential***

Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern (ﬁ)' . C Reactive Protein_PX329
Time (US & Canada) (b) (6)
5.a Result:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . 115
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Low
Time (US & Canada) ®®) 01
High
3.0
Unit
mg/L
5.b
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defi 30
Time (US & Canada) ned | dentifie
r:
Test:: Alanine Aminotr
ansferase_PX30
Result:: 7
Not Done::
Lab Normal Low
Range: 0
High
41
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

eCRF Audit Trail H
Form Status. Data

istory
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

Sep-16-2020 17:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b)

@,
(b) (6)

Data Entry:
Sponsor -Defi
ned ldentifier

Test:: Alanine Aminot
ransferase PX3
0

Result::
Not Done::

Lab Normal
Range:

Initial Entry
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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***

5.b Sponsor ID:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . Alanine Aminotransferase PX3
Time (US & Canada) ®©© 0
5.b Result:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 7
Time (US & Canada) ®©
5bLNMT
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®© 0

High

41
Unit
U/L

5.c
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor -Defi 28
Time (US & Canada) ned | dentifie

r:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1156
Subject No: 11561006
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

Test:: Aspartate Amino
transferase PX2
8
Result:: 1
Not Done::
Lab Normal Low
Range: 0
High
38
Unit
U/L
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg - Sponsor-Defi
Time (US & Canada) ned | dentifie
r:
Test:: Aspartate Amin
otransferase_PX
28
Result::
Not Done::
Lab Normal
Range:
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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***

5.c Sponsor |D:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |28
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . Aspartate Aminotransferase PX
Time (US & Canada) ®©) 28
5.c Result:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 1
Time (US & Canada) ®©
5CLNMT
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®© 0

High

38
Unit
U/L

5.d
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor -Defin 35
Time (US & Canada) ed | dentifier:

Test:: Alkaline Phosp

hatase PX 35
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail H
Form Status. Data

istory
Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

Result:: 101
Not Done::
Lab Normal R Low
ange: 40
High
129
Unit
U/L
Sep-16-2020 17:45:56 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; - Sponsor-Defin
Time (US & Canada) ed I dentifier:
Test:: Alkaline Phosp
hatase PX35
Result::
Not Done::
Lab Normal R
ange:
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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***

5.d Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Alkaline Phosphatase PX 35
Time (US & Canada) ®©©
5.d Result:
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 101
Time (US & Canada) ®©
5. dLNMT
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 40

High

129
Unit
U/L

5e
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 21
Time (US & Canada) dentifier:

Test:: Bilirubin_P

X21
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1156
Subject No: 11561006
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

Result:: 04
Not Done::
Lab Normal Rang Low
e 0.0
High
10
Unit
mg/dL
Sep-16-2020 17:45:56 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; o Sponsor-Defined |
Time (US & Canada) dentifier:
Test:: Bilirubin_
PX21
Result::
Not Done::

Lab Normal Rang
e
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Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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***

5.e Sponsor |D:
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
5.eTest:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Bilirubin_PX21
Time (US & Canada) ®©©
5.e Result:
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 0.4
Time (US & Canada) ®©
5eLNMT
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 0.0

High

1.0
Unit
mg/dL

5.f
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defin 47
Time (US & Canada) ed | dentifier:

Test:: Blood Urea Nit

rogen_PX47
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Header Text: c4591001

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

on Sep/01/2020

Form Version: 30-Jul-2020 21:27
SiteNo: 1156

Subject No: 11561006
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:: 10
Not Done::
Lab Normal R Low
ange: 6
High
23
Unit
mg/dL
Sep-16-2020 17:49:04 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; o Sponsor-Defin
Time (US & Canada) ed Identifier:
Test:: Blood Urea Nit
rogen_PX47
Result::
Not Done::
Lab Normal R Low
ange: 6
High
23
Unit
mg/dL
Sep-16-2020 17:45:56 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(L_JTC-OS:OO) Eastern gg' ®) Sponsor -Defin
Time (US & Canada) ed ldentifier:
Test:: Blood Urea Nit
rogen_PX47
Result::
Not Done::
Lab Normal R
ange:
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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***

5.f Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc)
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Blood Urea Nitrogen PX47
Time (US & Canada) ®©©
5.f Result:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 10
Time (US & Canada) ®©
5fLNMT
Date L ocation User Value Reason
Sep-16-2020 17:49:04 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®© 6

High

23
Unit
mg/dL

5.9
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 48
Time (US & Canada) dentifier:

Test:: Creatinine_

PX48
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020 eCRF Audit Trail H
Form Version: 30-Jul-2020 21:27 Form Status. Data
Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

istory
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

Result:: 11
Not Done::
Lab Normal Ran Low
ge: v
High
12
Unit
mg/dL
Sep-16-2020 17:45:56 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ; o Sponsor-Defined |
Time (US & Canada) dentifier:
Test:: Crestinine_
PX48
Result::
Not Done::
Lab Normal Rang
e
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Sep-16-2020 17:45:56 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Creatinine PX48
Time (US & Canada) ®©)
5.9 Result:
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 1.1
Time (US & Canada) ®©)
5gLNMT
Date L ocation User Value Reason
Sep-16-2020 17:51:22 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é). . Low
Time (US & Canada) ®©) 7

High

12
Unit
mg/dL

*** Confidential***
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

Site No: 1156
Subject No: 11561006
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-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (;‘)f .
Time (US & Canada) (b) (©)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:51

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

Back to Form

Time (US & Canada)

1. Lab Panel:

Date L ocation User Value Reason
Sep-16-2020 18:17:40 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 13:09:34 | ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query

Time (US & Canada)

Oct-16-2020 12:00:33 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)

Oct-16-2020 12:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

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

Data Entry:
BRUCE W. CARTER DEPT

OF WIMC [CLIA#10D09874
61)1201 Northwest 16th Stre
et MIAMI, FL 33125-1624

Transcription Error

*** Confidential***

Oct-16-2020 10:45:11 | ACVOPFEINFP6000 | Erica Weaver Query 1: Opened *Can you please
(UTC-05:00) Eastern (b) (4) remove the carriage
Time (US & Canada) returnsin this entry
aswell? Thank
you.
Sep-16-2020 18:17:40 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-05:00) Eastern BRUCE W. CARTER DEPT
Time (US & Canada) OF WIMC [CLIA#10D09874
61]
1201 Northwest 16th Street
MIAMI, FL 33125-1624
3. Collection Date:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . Sep/1/2020
Time (US & Canada) (b) ®)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
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

4. Specimen Type:

Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5.a
Date L ocation User Value Reason
Sep-16-2020 18:19:09 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern e Sponsor -Defin 329
Time (US & Canada) ed | dentifier:
Test:: C Reactive Pro
tein_PX329
Result:: 8.1
Not Done::
Lab Normal R Low
ange: 0.1
High
3.0
Unit
mg/L
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor -Defin 329
Time (US & Canada) ed | dentifier:
Test:: C Reactive Pro
tein_PX329
Result:: 8.1
Not Done::
Lab Normal R Unit
ange: mg/L
5.a Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 329
Time (US & Canada)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
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 CHEMISTRY -

5.a Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . C Reactive Protein_PX329
Time (US & Canada) ®©
5.a Result:
Date L ocation User Value Reason
Sep-16-2020 18:19:09 ACVOPFEINFP6000 |auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-16-2020 18:17:40 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-05:00) Eastern (autoquery) but 1ab normal
Time (US & Canada) range (Low, high
or Unit) ismissing.
Please correct or
confirm.
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern ;‘ o 8.1
Time (US & Canada) ®) ©)
5aLNMT
Date L ocation User Value Reason
Sep-16-2020 18:19:09 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern (ﬁ)- . Low
Time (US & Canada) () ©) 0.1
High
3.0
Unit
mg/L
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . Unit
Time (US & Canada) ®®) mg/L
5.b
Date L ocation User Value Reason
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail H
Form Status. Data

istory
Complete, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates

Subject Initials: ---

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

Sep-16-2020 18:19:21
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto calc
(autocalc)

Data Entry:
Sponsor-Defi 30
ned I dentifier

Test:: Alanine Aminot
ransferase PX3
0

Result::
Not Done::

Lab Normal
Range:

NOT DONE

Initial Entry

Sep-16-2020 18:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

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

Data Entry:
Sponsor -Defi
ned ldentifier

Test:: Alanine Aminot
ransferase PX3
0

Result::
Not Done::

Lab Normal
Range:

Initial Entry
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:51

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***

5.b Sponsor ID:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |30
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . Alanine Aminotransferase PX3
Time (US & Canada) ®©© 0
5.b Not Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . NOT DONE
Time (US & Canada) ®©
5.c
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 | auto cac Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defi 28
Time (US & Canada) ned | dentifie

r:

Test:: Aspartate Amin

otransferase PX
28

Result::

Not Done::  NOT DONE

Lab Normal

Range:
Sep-16-2020 18:17:40 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern S Sponsor-Defi
Time (US & Canada) A ned | dentifie

r:
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
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

Test:: Aspartate Amin
otransferase PX
28

Result::

Not Done::

Lab Normal

Range:
5.c Sponsor |D:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |28
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . Aspartate Aminotransferase_PX
Time (US & Canada) ®©) 28
5.c Not Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . NOT DONE
Time (US & Canada) ®©
5d
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defin 35
Time (US & Canada) ed Identifier:

Test:: Alkaline Phosp

hatase PX35

Result::

Not Done:: NOT DONE

Lab Normal R

ange:
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:51

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***

Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern (ﬁ)' 6 Sponsor -Defin
Time (US & Canada) o ed | dentifier:

Test:: Alkaline Phosp

hatase PX35

Result::

Not Done::

Lab Normal R

ange:
5.d Sponsor ID:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 35
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . Alkaline Phosphatase PX 35
Time (US & Canada) ®©©
5.d Not Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . NOT DONE
Time (US & Canada) ®©
S5.e
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 21
Time (US & Canada) dentifier:

Test:: Bilirubin_

PX21
Result::
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
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

Not Done:: NOT DON
E

Lab Normal Rang

e
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern o Sponsor-Defined |
Time (US & Canada) () (6) dentifier:

Test:: Bilirubin_

PX21

Result::

Not Done::

Lab Normal Rang

e
5.e Sponsor ID:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |21
Time (US & Canada)
5.e Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Bilirubin_PX21
Time (US & Canada) () ®)
5.eNot Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NOT DONE
Time (US & Canada) () ®)
5.f
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defin 47
Time (US & Canada) ed | dentifier:

Page 354 of 462

*** Confidential***
FDA-CBER-2021-5683-0840355




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 15-Sep-2020 21:51

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***

Test:: Blood Urea Ni
trogen_PX47

Result::

Not Done:: NOT DONE

Lab Normal R

ange:
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern N Sponsor -Defin
Time (US & Canada) A od I dentifier:

Test:: Blood Urea Ni

trogen_PX47

Result::

Not Done::

Lab Normal R

ange:
5.f Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |47
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Blood Urea Nitrogen PX47
Time (US & Canada) (b) ®)
5.f Not Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NOT DONE
Time (US & Canada) () ®)
5.9
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 15-Sep-2020 21:51

SiteNo: 1156
Subject No: 11561006
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

Sep-16-2020 18:19:21 ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 48
Time (US & Canada) dentifier:
Test:: Creatinine_
PX48
Result::
Not Done:: NOT DON
E
Lab Normal Rang
e
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern E Sponsor -Defined |
Time (US & Canada) (b) (®) dentifier:
Test:: Creatinine_
PX48
Result::
Not Done::
Lab Normal Rang
e
5.9 Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |48
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Sep-16-2020 18:17:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Creatinine PX48
Time (US & Canada) (b) ®)
5.g Not Done:
Date L ocation User Value Reason
Sep-16-2020 18:19:21 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NOT DONE
Time (US & Canada) (b) ®)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

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-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)’ .
Time (US & Canada) ®)©)
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Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Sep/01/2020 eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Sep-16-2020 18:34:19 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
Nov-04-2020 14:38:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 2: Closed Response satisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Nov-04-2020 12:13:26 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-04-2020 12:13:26 | ACVOPFEINFPE000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)- . BROCE W. CARTER DEPT O
Time (US & Canada) () ®) FVAMC - 1201 NW 16TH ST

REET, MIAMI, FL 33125-1624
Nov-04-2020 11:21:23 | ACVOPFEINFP6000 | Erica Weaver Query 2: Opened Apologies, thereis
(UTC-05:00) Eastern (b) (4) still acarriage
Time (US & Canada) return at the end of

your entry. Please
place your cursor in
box and completely
delete the entry so
the cursor is at the
beginning and then
please retype the lab
ID without copy
paste and without
hitting enter.

Oct-16-2020 10:44:35 ACVOPFEINFP6000 | Erica Weaver Query 1: Closed Response satisfies
(UTC-05:00) Eastern (b) (4) query
Time (US & Canada)

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Oct-16-2020 09:49:05 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

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***

Oct-16-2020 09:49:05 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)- . BROCE W. CARTER DEPT O
Time (US & Canada) () ®) F VAMC [CLIA# 10DG987461
) 1201 Northwest 16th Street M
AMI, FL 33125-1624
Oct-15-2020 14:07:56 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 lab
name and address
with out adding
spaces before and
after term and
without pressing
enter key.
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . BROCE W. CARTER DEPT O
Time (US & Canada) (b) ®) F VAMC [CLIA# 10DG987461
)
1201 Northwest 16th Street Ml
AMI, FL 33125-1624
3. Collection Date:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Aug/31/2020
Time (US & Canada) ®®)
4., Specimen Type:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPG000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | BLOOD
Time (US & Canada)
5a
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFPG6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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) Sponsor-Defined 1
Identifier:
Test:: Hemoglobin
_PX1
Result:: 134
Not Done::
Lab Normal Ran Low
ge: 12.7
High
16.3
Unit
g/dL
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern g Sponsor-Defined |
Time (US & Canada) ®)©) dentifier:
Test:: Hemoglabi
n_PX1
Result::
Not Done::
Lab Normal Ran
ge
5.a Sponsor 1D:
Date Location User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |1
Time (US & Canada)
5.a Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern o Hemoglobin_PX1
Time (US & Canada) () (6)
5.a Result:
Date Location User Value Reason
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

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***

Sep-16-2020 18:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern (ﬁ)- . 13.4
Time (US & Canada) (b) (6)
5aLNMT
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Low
Time (US & Canada) () ®) 127
High
16.3
Unit
g/dL
5b
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined | 2
Time (US & Canada) dentifier:
Test:: Hematocrit
_PX2
Result:: 425
Not Done::
Lab Normal Rang Low
€ 394
High
49.2
Unit
%
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern o Sponsor-Defined |
Time (US & Canada) ®)® dentifier:
Test:: Hematocrit
_PX2
Result::
Not Done::
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

Lab Normal Rang

e
5.b Sponsor ID:
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2
Time (US & Canada)
5.b Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;‘)- . Hematocrit_PX2
Time (US & Canada) (b) ®)
5.b Result:
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . 425
Time (US & Canada) (b) ®)
5bLNMT
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . Low
Time (US & Canada) () ®) 39.4

High

49.2
Unit
%
5.c
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor-Defined 3
Time (US & Canada)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail H

istory

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

Subject Initials: ---

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

I dentifier:
Test::

Result::
Not Done::
Lab Normal Ran

Erythrocyte
s PX3

5.00

Low

Lab Normal Ran
ge

ge 4.07
High
5.6
Unit
10n6/cu m
m
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (f;)' . Sponsor -Defined
Time (US & Canada) s I dentifier:
Test:: Erythrocyte
s PX3
Result::
Not Done::

*** Confidential***
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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.c Sponsor |D:
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3
Time (US & Canada)
5.c Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Erythrocytes PX3
Time (US & Canada) ®©©
5.c Result:
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 5.00
Time (US & Canada) ®©
5CLNMT
Date L ocation User Value Reason
Sep-16-2020 18:37:16 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 4.07

High

5.6
Unit
10M6/cu mm
5.d
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia 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

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Result:: 311
Not Done::

Lab Normal Range: Low
142

High
396

Unit
10"3/uL

*** Confidential***
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

5.d Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |5
Time (US & Canada)
5.d Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Platelets PX5
Time (US & Canada) ®©©
5.d Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 311
Time (US & Canada) ®©
5. dLNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 142

High

396
Unit
10"3/uL
5e
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined Id 7
Time (US & Canada) entifier:
Test:: Leukocytes
PX7
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Header Text: c4591001

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Result:: 6.7
Not Done::

Lab Normal Range: Low
4.67

High
911

Unit
10"3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

eCRF Audit Trail History

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.e Sponsor |D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |7
Time (US & Canada)
5.eTest:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Leukocytes PX7
Time (US & Canada) ®©©
5.e Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 6.7
Time (US & Canada) ®©
5eLNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 4.67

High

9.11
Unit
10"3/uL
5.f
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 608
Time (US & Canada) dentifier:
Test:: Neutrophils_
PX608
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Result:: 4.4
Not Done::
Lab Normal Rang Low
e 2.2
High
5.7
Unit
1073/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

5.f Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 608
Time (US & Canada)
5.f Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Neutrophils_PX608
Time (US & Canada) ®©©
5.f Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 4.4
Time (US & Canada) ®©
5fLNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 2.2

High

5.7
Unit
10"3/uL
5.9
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 609
Time (US & Canada) dentifier:
Test:: Eosinophils_
PX609
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Header Text: c4591001

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Result:: 0.0
Not Done::
Lab Normal Rang Low
e 0.0
High
0.3
Unit
1073/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 609
Time (US & Canada)
5.9 Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . Eosinophils_PX609
Time (US & Canada) ®©©
5.9 Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 0.0
Time (US & Canada) ®©
5gLNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 0.0

High

0.3
Unit
10"3/uL
5.h
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | sponsor-Defined | 612
Time (US & Canada) dentifier:
Test:: Monocytes P
X612
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Header Text: c4591001

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit 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

Result:: 0.5
Not Done::

Lab Normal Range Low
: 0.3

High
0.8

Unit
10M3/uL

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

5.h Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 612
Time (US & Canada)
5.h Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Monocytes PX612
Time (US & Canada) ®©©
5.h Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 05
Time (US & Canada) ®©
5h LNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . Low
Time (US & Canada) ®©) 03

High

0.8
Unit
10"3/uL

5.i
Date L ocation User Value Reason
Oct-07-2020 17:34:34 ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-05:00) Eastern E‘b‘g’(e) Sponsor-Defined 610
Time (US & Canada) Identifier:

Test:: Basophils_

PX610
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:28

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***

Result:: 0.0
Not Done::
Lab Normal Ran Low
ge 0.0
High
0.08
Unit
10"3/uL
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-05:00) Eastern (autocalc) Sponsor -Defined 610
Time (US & Canada) Identifier:
Test:: Basophils_
PX610
Result:: 0.0
Not Done::
Lab Normal Ran Low
ge 0.0
High
0.8
Unit
1073/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1156
Subject No: 11561006
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

5.i Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 610
Time (US & Canada)
5.i Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . Basophils PX610
Time (US & Canada) ®©)
5.i Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é), . 0.0
Time (US & Canada) ®©)
5i LNMT
Date L ocation User Value Reason
Oct-08-2020 10:01:43 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Response setisfies
(UTC-05:00) Eastern query
Time (US & Canada)
Oct-07-2020 17:34:34 ACVOPFEINFP6000 |autoquery | Query 1: Answered Transcription Error
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Sep/01/2020 eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
5.0 LNMT
Date L ocation User Value Reason
Oct-07-2020 17:34:34 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-05:00) Eastern (ﬁ)v . Low
Time (US & Canada) ®©) 0.0
High
0.08
Unit
10"3/uL
Oct-07-2020 14:10:29 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Per Medical
(UTC-05:00) Eastern (6) records, the upper
Time (US & Canada) limit is 0.08. Please
review and update
as needed.
Sep-16-2020 18:34:19 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (g)- . Low
Time (US & Canada) ®©) 0.0
High
0.8
Unit
1073/uL
5.,
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry
(UTC-05:00) Eastern (autocalc) | Sponsor-Defined | 611
Time (US & Canada) dentifier:
Test:: Lymphocytes
PX611
Result:: 1.7
Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:28
SiteNo: 1156

Subject No: 11561006
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

Lab Normal Rang Low
€ 11
High
3.2
Unit
10"3/uL
5.j Sponsor 1D:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | 611
Time (US & Canada)
5, Test:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Lymphocytes PX611
Time (US & Canada) ®)®
5.) Result:
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)- . 1.7
Time (US & Canada) ®)®
5j LNMT
Date L ocation User Value Reason
Sep-16-2020 18:34:19 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>- . Low
Time (US & Canada) ®) ) 11
High
3.2
Unit
10"3/uL
Page 378 of 462

*** Confidential***
FDA-CBER-2021-5683-0840379




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Sep/01/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 30-Jul-2020 21:27

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

*** Confidential***

FDA-CBER-2021-5683-0840380

1. Date:
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>' . Not Applicable
Time (US & Canada) () ®)
2a
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg'(e) Record Identifier::  Not Ap
Time (US & Canada) plicable

Systolic:: Not Ap

plicable
Diastalic:: Not Ap
plicable

Respiratory Rateinr Not Ap

espirations/minute:  plicable

Heart Ratein beats Not Ap

minute: plicable
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>' . Not Applicable
Time (US & Canada) (b) ®)
2.a Systalic:
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable
Time (US & Canada) () ®)
2.aDiagtolic:
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1156
Subject No: 11561006
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

Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-05:00) Eastern (ﬁ)' . Not Applicable
Time (US & Canada) () ®)
2.a Respiratory Ratein respirationgminute:
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Not Applicable
Time (US & Canada) () ®)
2.aHeart Rate in beatsminute:
Date L ocation User Value Reason
Sep-28-2020 12:36:18 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Not Applicable
Time (US & Canada) ®®)

Page 380 of 462

*** Confidential***
FDA-CBER-2021-5683-0840381
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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/01/2020 History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 12:36:28 ACVOPFEINFPE000 | (o) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable
Time (US & Canada) () ®)
2a
Date L ocation User Value Reason
Sep-28-2020 12:36:28 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁg'(e) Record Identifie Not Applica
Time (US & Canada) re ble

Oxygen Saturati Not Applica

on: ble
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-28-2020 12:36:28 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Not Applicable
Time (US & Canada) ) ®)
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Sep-28-2020 12:36:28 ACVOPFEINFPE000 | (o) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . Not Applicable
Time (US & Canada) () ®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

on Sep/01/2020
Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006
Generated By: (b) (4)

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

Back to Form

1. Date Time of Assessment:

Date L ocation User Value Reason
Sep-28-2020 12:36:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “ Not Applicable

Time (US & Canada)

(b) (6)

2. Arterial Blood Gases PaO2 (mmHg):

Date L ocation User Value Reason
Sep-28-2020 12:36:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern @ Not Applicable

Time (US & Canada)

(b) (6)

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason
Sep-28-2020 12:36:40 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable
Time (US & Canada) (b) ®)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:55

Site No: 1156
Subject No: 11561006
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 is the medication identifier?

Date L ocation User Value Reason
Sep-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable

Time (US & Canada) () ®)

2. Category:

Date L ocation User Value Reason
Sep-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>' . Not Applicable

Time (US & Canada) (b) ®)

3. Concomitant Medications Pre-specified:

Date L ocation User Value Reason
Sep-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§)' . Not Applicable

Time (US & Canada) (b) ®)

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
thefull 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-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>- . Not Applicable
Time (US & Canada) (b) ®)
5. Start Date:
Date L ocation User Value Reason
Sep-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern <§>- . Not Applicable
Time (US & Canada) (b) (®)
6. Ongoing?

Page 383 of 462

*** Confidential***
FDA-CBER-2021-5683-0840384



090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:55

SiteNo: 1156
Subject No: 11561006
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

Date L ocation User Value Reason
Sep-28-2020 12:36:54 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern ) Not Applicable

Time (US & Canada)

(b) (6)
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Header Text: c4591001

on Sep/01/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - 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-16-2020 19:09:36 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)’ .
Time (US & Canada) ®)©)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Sep/01/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1156
Subject No: 11561006
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-16-2020 19:09:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . Aug/31/2020
Time (US & Canada) () ®)
2. Location of Assessment:
Date L ocation User Value Reason
Sep-16-2020 19:09:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)l . CHEST
Time (US & Canada) () ®)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Sep-16-2020 19:09:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (E‘)- . OTHER
Time (US & Canada) ®®) If other, specify:

CTA
4. Assessment:
Date L ocation User Value Reason
Sep-16-2020 19:09:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (s)- . ABNORMAL
Time (US & Canada) (b) ®) If abnormal, specify findings:

Patchy peripheral opacities ar

e seen bilaterally likely reflec

ting an infectious process. Gi

ven the HX, ismost likely co

vid infection. A concomitant/

superimposed infectious proc

essispossible.
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Nov/02/2020

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

Subject No: 11561006

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

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-04-2020 13:46:12 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 3: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Nov-04-2020 12:11:49 ACVOPFEINFP6000 |(b) Query 3: Answered UPDATED

(UTC-05:00) Eastern ),

Time (US & Canada) ®®)

Nov-04-2020 09:40:56 | ACVOPFEINFPG000 | EricaWeaver Query 3: Opened Please enter

(UTC-05:00) Eastern (b) (4) Hesalthcare

Time (US & Canada) Utilization,
Microbiology
Specimen, and
IlIness Details
forms.

Nov-02-2020 15:45:36 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-02-2020 15:45:15 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Nov-02-2020 15:44:08 | ACVOPFEINFP6000 | 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 update
as appropriate.

Nov-02-2020 15:44:08 | 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
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Nov/02/2020

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

appropriate.
Nov-02-2020 15:44:08 | ACVOPFEINFPG000 |Hector Aguilar | Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (4) Nov/2/2020
Time (US & Canada)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Nov-02-2020 15:44:08 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | COVID_B
Time (US & Canada)

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 10-Oct-2020 16:02

Site No: 1156
Subject No: 11561006
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 Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFPE000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Nov/2/2020
Time (US & Canada) (b) (4)
2. Date of First Symptom Started:
Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFPE000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Nov/1/2020
Time (US & Canada) (b) (4)
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-11-2020 13:20:52 ACVOPFEINFP6000 | Hector Data Entry: New Information
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4) Date of Last Symptom Resolve
d:
Nov/4/2020
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4.a
Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: FEVER
Time (US & Canada) (b) (4) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar FEVER
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Header Text: c4591001

Visit: POT_COVID_ILL 2
on Nov/02/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

SiteNo: 1156
Subject No: 11561006
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

Time (US & Canada) (b) (4)
4.a \Was symptom present?
Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4b
Date Location User Value Reason
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED COUGH
Time (US & Canada) (b) (4)
4.b Was symptom present?
Date L ocation User Value Reason
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 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 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/02/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

4.c Symptoms:

Date Location User Value Reason
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

4d

Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(FJTC-OsZOO) Eastern Aguilar Symptoms: CHILLS

Time (US & Canada) (b) (4) Symptom Present: NO

4.d Symptoms:

Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar CHILLS

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

4.d Was symptom present?

Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

4.e

Date Location User Value Reason
Nov-02-2020 15:45:15 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: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1156
Subject No: 11561006
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

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.f
Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms NEW LOSS OF TAS
Time (US & Canada) (b) (4) : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (4) LL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
49
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/02/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Date Location User Value Reason
Nov-02-2020 15:45:15 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:
4.9 Symptoms:
Date L ocation User Value Reason
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 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
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: DIARRHEA
Time (US & Canada) (b) (4) Symptom Present: YES
4.h Symptoms:
Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar DIARRHEA
Time (US & Canada) (b) (4)
4.h Was symptom present?
Date Location User Value Reason
Nov-02-2020 15:45:15 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: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/02/2020 Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

4.

Date Location User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: VOMITING

Time (US & Canada) (b) (4) Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar VOMITING

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

4.i Was symptom present?

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Date L ocation User Value Reason
Nov-02-2020 15:45:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
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Header Text: c4591001

on Nov/02/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

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

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
-05: astern ' ot Done

(UTC-05:00) E (ﬁ) . Not D

Time (US & Canada) ®©)

2. Specimen Type:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (E‘)- . Not Done

Time (US & Canada) ®©)

3. Specimen Collection Location:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) ®©)

4. Assay Code and Description:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) ®©)

5. Device Type:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Not Done

Time (US & Canada) ®©)

6. Trade Name:

Date Location User Value Reason

Nov-04-2020 12:11:14 ACVOPFEINFP6000 (E) 4, Data Entry: Initial Entry
-05: ern ot Done

(UTC-05:00) East ©)48) Not D
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

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)

7. Test Result:

Date Location User Value Reason
Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . Not Done

Time (US & Canada) ®)©

8. Comments/Findings/Details:

Date Location User Value Reason
Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . Not Done

Time (US & Canada) ®)©

9. Trade Name Other, Specify:

Date Location User Value Reason
Nov-04-2020 12:11:14 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . Not Done

Time (US & Canada) ®)©
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Nov/02/2020

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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
Nov-02-2020 15:45:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Nov-02-2020 15:45:52 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
Nov-02-2020 15:45:52 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:

*** Confidential***

Date L ocation User Value Reason
Nov-02-2020 15:45:52 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 Nov/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-02-2020 15:45:36 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Nov-02-2020 15:45:36 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | NASAL_SWAB
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Nov-02-2020 18:16:24 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Nov-02-2020 15:45:36 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-02-2020 15:45:36 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Nov/2/2020
5a
Date L ocation User Value Reason
Nov-02-2020 18:16:24 ACVOPFEINFPE000 | Hector Data Entry: Initia Entry
(UTC-05:00) Eastern Aguilar Sample |D: BR69SG
Time (US & Canada) (b) (4)
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Header Text: c4591001

on Nov/02/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Audit Trail History

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

*** Confidential***

5.aSamplelD
Date Location User Value Reason
Nov-02-2020 18:16:24 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR69SG
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 10-Oct-2020 15:59

Site No: 1156
Subject No: 11561006
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

Back to Form

la
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern Eﬁ;'@) Type of Practitioner: SPECIA
Time (US & Canada) LIST

Occurrenceof Visits NO

or Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)' . SPECIALIST
Time (US & Canada) ®®)
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (3)- . NO
Time (US & Canada) ®©)
1b
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern 28'(6) Type of Practitic EMERGEN
Time (US & Canada) ner: CY ROOM

Occurrenceof Vi NO

sitsor Contacts:
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Header Text: c4591001

on Nov/02/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

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.b Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0840402

Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . EMERGENCY ROOM
Time (US & Canada) ®)©
1.b Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . NO
Time (US & Canada) ®)©
1.c
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 28'(6) Type of Practit PRIMARY C
Time (US & Canada) ioner: ARE PHYSIC
IAN

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . PRIMARY CARE PHYSICIAN
Time (US & Canada) ®)©
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)v . NO
Time (US & Canada) ®)©
1.d
Date L ocation User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1156
Subject No: 11561006
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

Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern 28'(6) Type of Practitione URGENT
Time (US & Canada) r: CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date Location User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . URGENT CARE
Time (US & Canada) ®) ©
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)y . NO
Time (US & Canada) ®)©
le
Date Location User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern gg © Type of Practit TELEPHONE
Time (US & Canada) ioner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: c4591001

on Nov/02/2020

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

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.e Physician or Healthcare Professional:

*** Confidential***

FDA-CBER-2021-5683-0840404

Date Location User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . TELEPHONE CONSULTATIO
Time (US & Canada) ®©) N
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (é)v . NO
Time (US & Canada) ®®)
1f
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern L Typeof Practitioner:  OTH
Time (US & Canada) ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;1), . OTHER
Time (US & Canada) () 6)
1.f Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Nov-04-2020 12:11:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;1), . NO
Time (US & Canada) () ©)
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-04-2020 12:11:30 ACVOPFEINFP6000 | () (4), Data Entry: Initial Entry
(UTC-05:00) Eastern ®) ) NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/02/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1156

Subject No: 11561006

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

Time (US & Canada)

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

Page 404 of 462

*** Confidential***
FDA-CBER-2021-5683-0840405




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/02/2020

Form Version: 06-Jul-2020 21:52

Site No: 1156
Subject No: 11561006
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 Location User Value Reason
Nov-04-2020 12:11:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNESS
Time (US & Canada)
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date Location User Value Reason
Nov-04-2020 12:11:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (;J‘)- . NO
Time (US & Canada) ®©)
3. Toxicity Grade:
Date Location User Value Reason
Nov-04-2020 12:11:38 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . 1
Time (US & Canada) ®©)
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit

on Jan/24/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

Jan-28-2021 12:37:55 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error

(UTC-05:00) Eastern Aguilar Jan/24/2021

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

Jan-28-2021 12:37:12 ACVOPFEINFP6000 | Hector Data Entry: Changed

(UTC-05:00) Eastern Aguilar Jan/26/2021 Information

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

Jan-27-2021 09:44:27 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-27-2021 09:43:47 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Jan-27-2021 09:43:15 ACVOPFEINFP6000 | 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 update as
appropriate.

Jan-27-2021 09:43:15 ACVOPFEINFP6000 | auto query Query 1: Candidate Date of Visit is

(UTC-05:00) Eastern (autoquery) completed but Date

Time (US & Canada) of Collection in both
Nasal Swab Self and
Nasa Swab are
missing. Please
review and update as
appropriate.

Jan-27-2021 09:43:15 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Jan/24/2021

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

3. COVID-19 IlIness Visit:

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

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Jan/24/2021
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

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

Jan-27-2021 09:43:15
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(autocalc) | COVID_C

*** Confidential***
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 14-Jan-2021 02:23

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

1. Date of Assessment:

Date L ocation User Value Reason
Jan-28-2021 12:37:55 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Jan-28-2021 12:37:12 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment
(UTC-05:00) Eastern (autoquery) is not same as Date
Time (US & Canada) Visit. Please check
and correct.
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Jan/24/2021
Time (US & Canada) (b) (4)
2. Date of First Symptom Started:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Jan/24/2021
Time (US & Canada) (b) (4)
3. Symptoms Ongoing?
Date Location User Value Reason
Feb-08-2021 14:48:33 ACVOPFEINFPG000 | Hector Data Entry: New Information
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4) Date of Last Symptom Resolved
Feb/2/2021
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4a
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/24/2021

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

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

*** Confidential***

FDA-CBER-2021-5683-0840410

Time (US & Canada) (b) (4) Symptoms: FEVER

Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (@)
4b
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW OR INCREASED COUGH
Time (US & Canada) (b) 4
4.b Was symptom present?
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4
4.c
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Jan/24/2021

Form Version: 14-Jan-2021 02:23
SiteNo: 1156

Subject No: 11561006
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen

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

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

Date L ocation User Value Reason
Jan-27-2021 09:43:47 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:
4.c Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4d
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: CHILLS
Time (US & Canada) (b) (4) Symptom Present: NO
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Header Text: c4591001
Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Jan/24/2021 Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Frozen
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
4.d Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFPG000 | 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.e
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptom NEW OR INCREAS
Time (US & Canada) (b) (4) s ED MUSCLE PAIN

Symptom YES

Present:
4.e Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
4f
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms NEW LOSS OF TAS
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 14-Jan-2021 02:23

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

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

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

Time (US & Canada) (b) (4) TE OR SMELL

Symptom YES

Present:
4.f Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NEW LOSS OF TASTE OR SME
Time (US & Canada) (b) (4) LL
4.f Was symptom present?
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4)
49
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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:
4.9 Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.h
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/24/2021

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 14-Jan-2021 02:23

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

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

*** Confidential***

FDA-CBER-2021-5683-0840414

Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: DIARRHEA
Time (US & Canada) (b) (4) Symptom Present: NO
4.h Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
4.
Date L ocation User Value Reason
Jan-27-2021 09:43:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Symptoms: VOMITING
Time (US & Canada) (b) (4) Symptom Present: NO
4.i Symptoms:
Date L ocation User Value Reason
Jan-27-2021 09:43:47 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
Jan-27-2021 09:43:47 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 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 06-Jul-2020 21:54

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

1. Actual Date of Collection:

Date L ocation User Value Reason
Jan-27-2021 09:43:58 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
Jan-27-2021 09:43:58 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
Jan-27-2021 09:43:58 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
Jan-27-2021 09:43:58 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
Jan-27-2021 09:43:58 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
Jan-27-2021 09:43:58 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status. Data Complete, Frozen

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

Time (US & Canada) (b) (4)
7. Test Result:
Date L ocation User Value Reason
Jan-27-2021 09:43:58 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
8. Comments/Findings/Details:
Date L ocation User Value Reason
Jan-27-2021 09:43:58 ACVOPFEINFPG000 | 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
Jan-27-2021 09:43:58 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)

Page 415 of 462

*** Confidential***

FDA-CBER-2021-5683-0840416




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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
Jan-27-2021 09:44:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason
Jan-27-2021 09:44:19 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
Jan-27-2021 09:44:19 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
Jan-27-2021 09:44:19 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SWAB PFE
Time (US & Canada) (b) 4

Page 416 of 462

*** Confidential***
FDA-CBER-2021-5683-0840417




090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

on Jan/24/2021

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Back to Form

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

1. Data Origin
Date L ocation User Value Reason
Jan-27-2021 09:44:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | SITE

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

2. Sample Type
Date L ocation User Value Reason
Jan-27-2021 09:44:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | NASAL_SWAB

3. Sample Collected?

*** Confidential***

Date L ocation User Value Reason

Jan-29-2021 01:38:49 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 3: Closed Response satisfies

(UTC-05:00) Eastern query

Time (US & Canada)

Jan-29-2021 00:04:42 ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

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

Time (US & Canada)

Jan-28-2021 12:38:30 ACVOPFEINFP6000 |Hector Aguilar | Query 3: Answered DATE OF

(UTC-05:00) Eastern (b) (4) COLLECTION IS

Time (US & Canada) WHEN SUBJECT
CAMETO THE
SITEAND
SAMPLE WAS
TAKEN. DATE OF
VISIT SHOULD
MATCH DATE OF
ASSESMENT
DATE BECAUSE
THAT ISWHEN
CONTACT WAS
FIRST MADE
REGARDING
POTENTAIL
COVID-19
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1156
Subject No: 11561006
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

SYMPTOMS.

Jan-28-2021 12:37:55
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

auto query
(autoquery)

Query 3: Opened

Date of Collection
26/Jan/2021 is
different from Date
of Visit 24/Jan/2021.
Please review and
update as
appropriate, else
clarify.

Jan-28-2021 12:37:12
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 1: Answered

Answer Auto Query

Jan-28-2021 00:30:12
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

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

Query 1: Reissued:Opened

DM : Date of
Collection
26/Jan/2021 is
different from Date
of Visit 24/Jan/2021.
Thus, please review
and update the
reason for delay in If
no sample was
collected or sample
was not collected
according to
protocol, please
provide reason. Else,
clarify.

Jan-27-2021 11:32:39
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

auto query
(autoquery)

Query 2: Deleted

Close Auto Query

Jan-27-2021 09:46:14
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Hector Aguilar
(b) (4)

Query 1: Answered

DATE OF
COLLECTION IS
WHEN SUBJECT
CAMETOTHE
SITE AND
SAMPLE WAS
TAKEN. DATE OF
VISIT SHOULD
MATCH DATE OF
ASSESMENT
BECAUSE THAT IS
WHEN CONTACT
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Header Text: c4591001

on Jan/24/2021

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

WAS FIRST MADE
REGARDING
POTENTAIL
COVID-19
SYMPTOMS.

Jan-27-2021 09:44:27 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.

Jan-27-2021 09:44:27 ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection

(UTC-05:00) Eastern (autoquery) 26/Jan/2021 is

Time (US & Canada) different from Date
of Visit 24/Jan/2021.
Please review and
update as
appropriate, else
clarify.

Jan-27-2021 09:44:27 ACVOPFEINFP6000 |Hector Aguilar | Data Entry: Initial Entry

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

Time (US & Canada) Date of Collection:

Jan/26/2021

5.a

Date L ocation User Value Reason

Jan-27-2021 11:32:39 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Sample |D: BR38TY

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

5.aSamplelD

Date L ocation User Value Reason

Jan-27-2021 11:32:39 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar BR38TY

Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/24/2021

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

la
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practitioner: SPECIA
Time (US & Canada) (b) (4) LIST

Occurrenceof Visitso NO

r Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar SPECIALIST
Time (US & Canada) (b) (4
1.a Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) 4
1b
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practition EMERGEN
Time (US & Canada) (b) (4) er: CY ROOM

Occurrenceof Vis NO

itsor Contacts:
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Header Text: c4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/24/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar EMERGENCY ROOM

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

1.b Occurrence of Visitsor Contacts:

Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1lc
Date L ocation User Value Reason
Jan-27-2021 09:44:37 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 Contac

ts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-27-2021 09:44:37 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 Location User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1d
Date Location User Value Reason
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090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001

Visit: POT_COVID_ILL 3
on Jan/24/2021

- Unscheduled Visit

Form Version: 14-Jan-2021 02:24

SiteNo: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

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

Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Type of Practitioner URGENT
Time (US & Canada) (b) (4) : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFPG000 | 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
Jan-27-2021 09:44:37 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
le
Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFPG000 | 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 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Jan/24/2021

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006 Subject Initials: ---

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFPG000 | 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 Location User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
Time (US & Canada) (b) (4)
1f
Date Location User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Typeof Practitioner: ~ OTH
Time (US & Canada) (b) (4) ER

Occurrenceof Visitsor NO

Contacts:

1.f Physician or Healthcare Professional:

Date Location User Value Reason
Jan-27-2021 09:44:37 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
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

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

Date L ocation User Value Reason
Jan-27-2021 09:44:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Jan/24/2021

Form Version: 14-Jan-2021 02:24
SiteNo: 1156

Subject No: 11561006
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

Time (US & Canada)

(b) (4)
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on Jan/24/2021

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Header Text: c4591001
Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

1. Category of Clinical Event:

*** Confidential***

Date L ocation User Value Reason
Jan-27-2021 09:44:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | POTENTIAL COVID-19 ILLNESS
Time (US & Canada)
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Jan-27-2021 09:44:48 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
Jan-27-2021 09:44:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar 1
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Jan/24/2021

Form Version: 17-Jul-2020 21:55

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

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

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-08-2021 14:48:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4)
2. Subcategory of Clinical Event:
Date L ocation User Value Reason
Feb-08-2021 14:48:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4
3. Was a diagnosis obtained?
Date L ocation User Value Reason
Feb-08-2021 14:48:47 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Not Applicable
Time (US & Canada) (b) (4
4, Toxicity Grade:
Date L ocation User Value Reason
Feb-08-2021 14:48:47 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

Subject No: 11561006
Generated By: (b) (4)

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

Visit on Sep/29/2020 Trail History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Sep-29-2020 16:12:17 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sep/29/2020
Time (US & Canada) (b) (4)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Sep-29-2020 16:12:17 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar COVID_A1l
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-29-2020 16:15:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Sep-29-2020 16:15:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Sep-29-2020 16:15:43 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Sep-29-2020 16:15:27 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-29-2020 16:15:27 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Sep/29/2020
5a
Date L ocation User Value Reason
Sep-29-2020 16:15:43 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BP18SW
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

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

5.aSamplelD
Date L ocation User Value Reason
Sep-29-2020 16:15:43 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BP18SW
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Oct-05-2020 18:08:13 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BPHRK3
Time (US & Canada) (b) (4)
5.b Sample D
Date L ocation User Value Reason
Oct-05-2020 18:08:13 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRK3
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Oct-05-2020 18:08:20 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BPHRK 4
Time (US & Canada) (b) (4)
5.c Sample|D
Date L ocation User Value Reason
Oct-05-2020 18:08:20 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BPHRK4
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Dec/02/2020 Trail History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006
Generated By: (b) (4)

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Dec-02-2020 17:21:57 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Dec/2/2020
Time (US & Canada) (b) (4)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Dec-02-2020 17:21:57 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Covib_B1
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Dec/02/2020 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006
Generated By: (b) (4)

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

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-02-2020 17:22:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SITE
Time (US & Canada)
2. Sample Type
Date L ocation User Value Reason
Dec-02-2020 17:22:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | SERUM
Time (US & Canada)
3. Sample Collected?
Date L ocation User Value Reason
Dec-03-2020 10:42:45 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-05:00) Eastern (autoquery)
Time (US & Canada)
Dec-02-2020 17:22:10 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.
Dec-02-2020 17:22:10 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES
Time (US & Canada) (b) (4) Date of Collection:
Dec/2/2020
5a
Date L ocation User Value Reason
Dec-03-2020 10:42:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BR3NSD
Time (US & Canada) (b) (4
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Header Text: c4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Dec/02/2020

Form Version: 22-Apr-2020 21:03

Site No: 1156

Subject No: 11561006

Generated By: (b) (4)

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

5.aSamplelD
Date L ocation User Value Reason
Dec-03-2020 10:42:45 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BR3N8D
Time (US & Canada) (b) (4)
5.b
Date L ocation User Value Reason
Dec-03-2020 10:44:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample ID: BS6CHR
Time (US & Canada) (b) (4)
5.b Sample D
Date L ocation User Value Reason
Dec-03-2020 10:44:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BS6CHR
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Dec-03-2020 10:44:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BS6CHP
Time (US & Canada) (b) (4)
5.c Sample|D
Date L ocation User Value Reason
Dec-03-2020 10:44:45 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BS6CHP
Time (US & Canada) (b) (4)
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Header Text: c4591001

Subject No: 11561006
Generated By: (b) (4)

Visit: POT_COVID_CONVA 3 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Feb/23/2021 Trail History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Feb-23-2021 11:51:37 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Feb/23/2021
Time (US & Canada) (b) (4)
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Feb-23-2021 11:51:37 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar covib_C1
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: POT_COVID_CONVA 3 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Feb/23/2021 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates

Subject No: 11561006
Generated By: (b) (4)

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

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-23-2021 11:52:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

2. Sample Type

Date L ocation User Value Reason

Feb-23-2021 11:52:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Sample Collected?

Date L ocation User Value Reason

Feb-24-2021 10:12:53 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Feb-24-2021 06:39:25 ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Opened ‘Sample Collected?

(UTC-05:00) Eastern is Yes, however no

Time (US & Canada) barcodes are
entered. Please
review and correct
as appropriate.

Feb-23-2021 11:52:48 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.

Feb-23-2021 11:52:48 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar YES

Time (US & Canada) (b) (4) Date of Collection:

Feb/23/2021
5.a
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Header Text: c4591001
Visit: POT_COVID_CONVA 3 - Unscheduled  Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Visit on Feb/23/2021 eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Date L ocation User Value Reason
Feb-24-2021 10:12:53 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample |D: BRLY96
Time (US & Canada) (b) (4)
5.aSample D
Date L ocation User Value Reason
Feb-24-2021 10:12:53 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BRLY 96
Time (US & Canada) (b) (4)
5b
Date L ocation User Value Reason
Feb-24-2021 10:20:34 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BS2F62
Time (US & Canada) (b) (4)
5.b Sample 1D
Date L ocation User Value Reason
Feb-24-2021 10:20:34 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BS2F62
Time (US & Canada) (b) (4)
5.c
Date L ocation User Value Reason
Feb-24-2021 10:20:41 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sample | D: BS2F61
Time (US & Canada) (b) (4)
5.c Sample|D
Date L ocation User Value Reason
Feb-24-2021 10:20:41 ACVOPFEINFPG000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar BS2F61
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: 11561006
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 18:04:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . Sep/8/2020

Time (US & Canada) () (6)

2. Phase of Disposition:

Date L ocation User Value Reason

Sep-08-2020 18:04:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Time (US & Canada)

3. Status:

Date L ocation User Value Reason

Sep-08-2020 18:05:03 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-08-2020 18:04:58 ACVOPFEINFP6000 | auto query Query 1: Opened Response to

(UTC-05:00) Eastern (autoquery) "Status’ isNO

Time (US & Canada) LONGER MEETS
ELIGIBILITY
CRITERIA but
"Specify Status' is
missing.

Sep-08-2020 18:04:58 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern ﬁ o NO LONGER MEETSELIGIB

Time (US & Canada) ) ®) ILITY CRITERIA

4., Specify Status:

Date L ocation User Value Reason

Sep-16-2020 19:37:32 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-05:00) Eastern (ﬁ)' . Exclusion Criteria5

Time (US & Canada) ®)©)

Sep-08-2020 18:05:20 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-05:00) Eastern (;‘)- .

Time (US & Canada) ©) ©)
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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 Initials: ---
Generated Time (GMT): 29-Mar-2021 12:23

Sep-08-2020 18:05:03 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ). . NO LONGER MEETSELIGIB
Time (US & Canada) (b) (©) ILITY CRITERIA
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Form Version: 22-Apr-2020 21:02 Form Status:
SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Date L ocation User Value Reason
Sep-02-2020 19:42:30 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (ﬁ)v .
Time (US & Canada) () (6)
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 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 17:00:33 ACVOPFEINFP6000 | Hector Form Created
(UTC-05:00) Eastern Time Aguilar
(US & Canada) (b) (4)
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Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23
Back to Form
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Form Created
(UTC-05:00) Eastern (;1). .
Time (US & Canada) ®)©)
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Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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. Category:

Date L ocation User Value Reason

Sep-02-2020 19:42:30 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-02-2020 19:42:30 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

(UTC-05:00) Eastern (autocalc) |1

Time (US & Canada)

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Sep-30-2020 02:01:29 | ACVOPFEINFPE000 | Salim Query 6: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

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

Sep-24-2020 18:33:52 | ACVOPFEINFP6000 | Quan Jason Query 5: Closed Response satisfies

(UTC-05:00) Eastern Gong query

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

Sep-24-2020 17:49:54 | ACVOPFEINFP6000 | (b) Query 6: Answered THE PRINCIPAL

(UTC-05:00) Eastern (ﬁ)' ) INVESTIGATOR

Time (US & Canada) ®®) PREVIOUSLY
STATED THAT THE
DVT COULD
POSSIBLY BE
RELATED TO THE
COVID-19, BUT
MENTIONED THAT
IT WASONLY
SPECULATION ASIT
HASBEEN
MENTIONED IN
RECENT
LITERATURE.

Sep-24-2020 17:42:53 | ACVOPFEINFP6000 | (b) Query 5: Answered AE OF PE HAS BEEN

(UTC-05:00) Eastern (3)' . ADDED

Time (US & Canada) ®®)
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Sep-24-2020 15:21:28
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Salim Query 6: Opened Clin: Please could you

Bouguermouh clarify if Deep vein

(b) (4) thrombosis was due to
COVID-19 and

confirm the subject
hospitalization was due
DVT and not dueto
Covid-19 infection.

Sep-23-2020 16:18:49
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Quan Jason Query 5: Reissued:Opened GPDClin: Thank youl!
Gong You can add
(b) (4) Pulmonary emboli asa

separate AE or SAE in
the AE log just like
another AE of "right

shoulder stiffness”.
Sep-23-2020 15:55:00 | ACVOPFEINFP6E000 | Hector Aguilar | Query 5: Answered Wherein INFORM
(UTC-05:00) Eastern (b) (4) should the PE be
Time (US & Canada) added?
Sep-22-2020 17:23:46 | ACVOPFEINFP6000 | Quan Jason Query 5: Reissued: Opened GPDClin: Separate
(UTC-05:00) Eastern Gong SAE report is not
Time (US & Canada) (b) (4) required as both DVT

and PE areincluded in

the current SAE report.

However, PE isnot in
the CRF (InForm),

please add that as a
separate item.

Sep-22-2020 16:03:01 | ACVOPFEINFPE000 | Salim Query 4: Closed Response satisfies

(UTC-05:00) Eastern Bouguermouh query

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

Sep-21-2020 14:51:03 | ACVOPFEINFP6000 |(b) Query 5: Answered ITWASTHEPI'S

(UTC-05:00) Eastern ), DECISION NOT TO

Time (US & Canada) ®®) SUBMIT A SECOND
SAE REPORT AS
THE PEWAS
SECONDARY TO
DVT.

Sep-20-2020 21:19:23 | ACVOPFEINFP6000 | Quan Jason Query 5: Opened GPDClin: Per SAE

(UTC-05:00) Eastern Gong report, the subject also

Time (US & Canada) (b) (4) had pulmonary
embolism. Please
check with Pl if PE
will be added asa
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separate SAE or
non-serious AE, and
update the CRF
accordingly.

Sep-16-2020 19:44:00 | ACVOPFEINFP6000 | Quan Jason Query 2: Closed Response satisfies

(UTC-05:00) Eastern Gong query

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

Sep-16-2020 19:11:46 | ACVOPFEINFP6000 |(b) Query 4: Answered SAE FOLLOW-UP

(UTC-05:00) Eastern ), SUBMITTED

Time (US & Canada) ®®) 16-SEP-2020

Sep-16-2020 19:11:24 | ACVOPFEINFP6000 |(b) Query 2: Answered SAE FOLLOW-UP

(UTC-05:00) Eastern (), SUBMITTED

Time (US & Canada) ®®)

Sep-10-2020 16:23:25 | ACVOPFEINFP6000 | Salim Query 4: Reissued:Opened Clin: Thank you.

(UTC-05:00) Eastern Bouguermouh Please update the SAE

Time (US & Canada) (b) (4) report by sending an
SAE follow-up report
to Data Safety Unit and
please update the
Covid lllness forms
with any new
appropriate
information.

Sep-09-2020 17:10:45 | ACVOPFEINFP6000 |(b) Query 4: Answered YES, COVID-19

(UTC-05:00) Eastern ), TESTING WAS SENT

Time (US & Canada) ®®) TO CENTRAL LAB
AND RETURNED A
POSITIVE RESULT
08-SEP-2020.
PURELY
SPECULATING, THE
Pl BELIEVES THAT
ISIT POSSIBLE
THAT COVID-19
COULD HAVE LED
TO THE EVENT.

Sep-08-2020 20:23:58 | ACVOPFEINFPE000 | Salim Query 4: Opened Clin: Publications

(UTC-05:00) Eastern Bouguermouh suggest that

Time (US & Canada) (b) (4) COVID-19 infectionis
linked to a high
incidence of lower-
extremity DVT. Please
clarify if alocal SARS
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1156) Acevedo Clinical Research Associates
Subject Initials: ---
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COV-2 test was done
and please review if
DVT could be related
to a potential
COVID-19 llIness.

Sep-08-2020 19:37:53
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Quan Jason
Gong

(b) (4)

Query 2: Reissued:Opened

GPDClin: Thank you
for the response! Upon
receiving new
information and
medical records, please
1) submit SAE update
report in atimely
manner; 2) Make
update in the CRF as
appropriate, or simply
reguest to close this
query if no further
updates.

Sep-08-2020 19:32:45
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Quan Jason
Gong

(b) (4)

Query 3: Closed

Response satisfies
query

Sep-08-2020 18:12:56
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

(b)
4

(b) (6)

Query 2: Answered

MEDICAL RECORDS
HAVE NOT BEEN
RECEIVED. PATIENT
DOESNOT HAVE

HX OF
THROMBOEMBOLIC
EVENTSIN THE
PAST.

Sep-08-2020 18:11:08
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG6000

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

Query 3: Answered

SYMPTOM OF
COVID-19

Sep-08-2020 13:28:54
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Quan Jason
Gong

(b) (4)

Query 3: Opened

GPDClin: SAE report
stated "patient
presented to ER for
cough and calf pain on
31Aug2020." If cough
was not related to
DVT, please enter it as
aseparate AE, unlessit
was a sypmtom of a
confirmed COVID-19
diagnosis.
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Subject Initials: ---

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

Sep-08-2020 13:23:34
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Quan Jason
Gong

(b) (4)

Query 2: Opened

GPDClin: SAE report
stated "patient
presented to ER for
cough and calf pain on
31Aug2020." 1)Please
clarify if the participant
also had pulmonary
embolism; 2) Please
clarify if the participant
had any thrombosis
and/or thromboembolic
event in the past.

Sep-08-2020 05:30:06
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b) (4),
(b) (6)

Query 1: Closed

event still not recorded
in latest Safety listing.
Pending confirmation
from PSSR if AEM
form was received
from the site

Sep-04-2020 15:44:29
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 | Hector Aguilar

(b) (4)

Query 1: Answered

Reason for subject
hospitalization was
DVT.

Sep-04-2020 11:33:19
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPE000 |Salim
Bouguermouh

(b) (4)

Query 1: Reissued:Opened

Clin: Please clarify if
the subject was
hospitalized due to
potential COVID-19
and developed later
DVT or the reason for
hospitalization was
DVT, if SARS COV-2
test was done at the
hospital and if DVT
could berelated to a
potential COVID-19
I1Iness.

Sep-03-2020 15:10:22
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000 |(b)
(OF
(b) (6)

Query 1: Answered

INFORM DOES NOT
HAVE AN SAE
FORM. PLEASE
CLARIFY YOUR
QUERY. SAEWAS
SUCCESSFULLY
FAXED TO PFIZER
SAFETY ON
01-SEP-2020.
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Sep-03-2020 08:20:31 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE RECON: DEEP

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

Time (US & Canada) THROMBOSI S(Onset
date:31Aug2020) is not
reported on SAE
Report Form but
marked serious on AE
CRF. Confirm
seriousness and report
to Pfizer immediately.
If thisevent is not
serious, downgrade the
event on AE CRF.

Sep-02-2020 19:42:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (2)' ) DEEP VEIN THROMBOSIS

Time (US & Canada) ®®)

4. Start Date Time:

Date L ocation User Value Reason

Sep-02-2020 19:42:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (E‘)- . Aug/31/2020 UNK:UNK

Time (US & Canada) (b) ®)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Sep-16-2020 19:10:30 ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-05:00) Eastern (é)y . NO

Time (US & Canada) ®®) End Date Time:

Sep/9/2020 UNK:UNK

Sep-02-2020 19:42:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . YES

Time (US & Canada) ®®)

6. Toxicity Grade:

Date L ocation User Value Reason
Sep-02-2020 19:42:30 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . 3

Time (US & Canada) (b) ®)
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7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant

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

Date L ocation User Value Reason

Sep-09-2020 07:23:55 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-02-2020 19:42:30 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE DEEP VEIN

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

Time (US & Canada) Response to "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.

Sep-02-2020 19:42:30 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)- - YES

Time (US & Canada) Isthis serious event associate

d with congenital anomaly or
birth defect?
NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Isthis serious event life threat

Page 447 of 462

*** Confidential***

FDA-CBER-2021-5683-0840448



090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Header Text: c4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1156

Subject No: 11561006
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

ening?
NO

Other medically important ser
ious event

NO

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Sep-02-2020 19:42:30 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . NO
Time (US & Canada) ®©
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-03-2020 15:10:52 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-05:00) Eastern (ﬁ)v . NOT RELATED
Time (US & Canada) ®© If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:
MEDICAL HISTORY - T
YPE 1 DIABETES
Sep-02-2020 19:42:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)- . NOT RELATED
Time (US & Canada) ®©)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-02-2020 19:42:30 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NOT APPLICABLE
Time (US & Canada) (b) ®)
11. Was a Concomitant Medication given?
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Date L ocation User Value Reason

Sep-02-2020 19:42:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . YES

Time (US & Canada) () (6)

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-03-2020 15:10:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)' . NO

Time (US & Canada) (b) ®)

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

Date L ocation User Value Reason

Sep-16-2020 19:10:49 | ACVOPFEINFPE000 | auto query Query 1: Closed Close Auto Query

(UTC-05:00) Eastern (autoquery)

Time (US & Canada)

Sep-16-2020 19:10:49 | ACVOPFEINFP6000 |(b) Data Entry: Changed Information

(UTC-05:00) Eastern (ﬁ)- . RECOVERED/RESOLVED

Time (US & Canada) ®©)

Sep-16-2020 19:10:30 | ACVOPFEINFP6000 | auto query Query 1: Opened For AE DEEP VEIN

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

Time (US & Canada) Response to "What
was the outcome of
this adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.

Sep-02-2020 19:42:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-05:00) Eastern (:)‘)v . RECOVERING/RESOLVIN

Time (US & Canada) ®®) G

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

Date L ocation User Value Reason

Sep-02-2020 19:42:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-05:00) Eastern (ﬁ)- . NO

Time (US & Canada) (b) ®)

15. Serious Adverse Event Number: For Pfizer Use Only
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Date L ocation User Value Reason
Sep-09-2020 07:23:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-05:00) Eastern (b) (6) 2020347643
Time (US & Canada)
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Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AEID:

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |2

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar right shoulder stiffness

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

4, Start Date Time:

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Sep/5/2020 UNK:UNK

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

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

Time (US & Canada) (b) (4) End Date Time:

Sep/7/2020 UNK:UNK

6. Toxicity Grade:

Date L ocation User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Sep-08-2020 17:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

Hector
Aguilar
(b) (4)

Data Entry:
1

Initial Entry

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

8. Isthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Sep-10-2020 10:24:15 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error

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

(4,
(b) (6)

NOT RELATED
If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:

unknown new medical co
ndition

Sep-08-2020 17:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFP6000

Hector Aguilar

(b) (4)

DataEntry:
NOT RELATED

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

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 12:23

OTHER

If Other, specify:

new medical condition

10. Latest Action Taken with Study Treatment:

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NOT APPLICABLE

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

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar NO

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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar YES

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

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

Date L ocation User Value Reason
Sep-08-2020 17:00:33 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar RECOVERED/RESOLVED

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

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

Date L ocation User Value Reason
Sep-08-2020 17:00:33 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: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ADVERSE EVENT

Time (US & Canada)

2. AEID:

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) |3

Time (US & Canada)

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

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . PULMONARY EMBOLISM

Time (US & Canada) ®®)

4, Start Date Time:

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern “) Aug/31/2020 UNK:UNK

Time (US & Canada) ®®)

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ)' . NO

Time (US & Canada) ®®) End Date Time:

Sep/2/2020 UNK:UNK

6. Toxicity Grade:

090177e196ae30c5\Final\Final On: 01-Apr-2021 04:16 (GMT)

Date L ocation User Value Reason
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Visit: Logs - Unscheduled

Site No: 1156
Subject No: 11561006
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - 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

Sep-24-2020 17:42:09
(UTC-05:00) Eastern
Time (US & Canada)

ACVOPFEINFPG000

(b)
4,
(b) (6)

Data Entry: Initial Entry

3

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

*** Confidential***

Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . NO
Time (US & Canada) ®©
8. Isthis adverse event the result of a study Medication Error?
I Yes, record the type of medication error on the Medication Error Log.
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (g)- . NO
Time (US & Canada) (b) ®)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (3)' ) NOT RELATED
Time (US & Canada) ®®) If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:
DEEP VEIN THROMBO
SIS
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFPE000 |®@®¢ Data Entry: Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled

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

Subject No: 11561006

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

(UTC-05:00) Eastern (b) (4), NOT APPLICABLE
Time (US & Canada) (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . YES
Time (US & Canada) ®©)
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . NO
Time (US & Canada) ®©)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . RECOVERED/RESOLVED
Time (US & Canada) ®©)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Sep-24-2020 17:42:09 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-05:00) Eastern (ﬁ), . NO
Time (US & Canada) ®©)
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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: 11561006

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

*** Confidential***

1. Date of Visit
Date L ocation User Value Reason
Feb-11-2021 12:22:49 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry
(UTC-05:00) Eastern Aguilar Feb/10/2021
Time (US & Canada) (b) (4)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1156

Subject No: 11561006

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail

History

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

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

Date L ocation User Value Reason
Feb-25-2021 14:55:28 ACVOPFEINFP6000 | Hector Data Entry: Transcription Error

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

Aguilar
(b) (4)

Participant iswilling to return for
Vaccination 3
Participant is:

eligible and NOT confirmed t
0 have received only placebo a
t Vaccination 1/2

Feb-11-2021 12:22:57 ACVOPFEINFPG000 | Hector

Data Entry:

Initial Entry

(UTC-05:00) Eastern Aguilar Participant isNOT willing to retu
Time (US & Canada) (b) (4) rn for Vaccination 3 OR otherwis
enot eligible
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Header Text: c4591001

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

Subject No: 11561006

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-11-2021 12:23:12 ACVOPFEINFP6000 | Hector Data Entry: Initial Entry

(UTC-05:00) Eastern Aguilar Feb/10/2021

Time (US & Canada) (b) (4

2. Primary Reason for Unblinding:

Date L ocation User Value | Reason

Feb-26-2021 | ACVOPFEINFPS000 (b) (4), (b) (6) Query | Response satisfies

00:49:43 1: Clo |query

(UTC-05:00) sed

Eastern Time

(US&

Canada)

Feb-25-2021 | ACVOPFEINFPG000 Hector Aguilar Query | UPDATED

14:56:10 (b) (4) 1: An

(UTC-05:00) swere

Eastern Time d

(US&

Canada)

Feb-25-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ DM : Thanksfor

03:14:13 1: Rel | response. However,

(UTC-05:00) ssued: | "Participant iswilling

Eastern Time Opene | to return for

(Us& d Vaccination 3" is still

Canada) not selected in the
REVAX CONF CRF.
Please refer CCG
section 8.58.1. Please
update or clarify.

Feb-24-2021 | ACVOPFEINFP6000 Hector Aguilar Query | SUBJECT

16:14:38 (b) (4) 1: An |ORIGNALLY

(UTC-05:00) swere | RECEIVED

Eastern Time d BNT162b2 AND IS

(US& NOT ELIGIBLE FOR

Canada) FUTHER
VACCINATION.

Feb-22-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7350555;Primary
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Header Text: c4591001
Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1156
Subject No: 11561006
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

17:51:06 (b) (4) 1: Op | Reason for Unblinding
(UTC-05:00) ened |[is"ASSESS
Eastern Time ELIGIBILITY FOR
(Us& ADDITIONAL
Canada) VACCINATION", but
"Participant iswilling
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and
update as appropriate.
Feb-11-2021 | ACVOPFEINFP6000 Hector Aguilar Data |Initia Entry
12:23:12 (b) (4) Entry
(UTC-05:00) N
Eastern Time ASSE
(Us& SSEL
Canada) IGIBI
LITY
FOR
ADDI
TION
ALV
ACCI
NATI
ON
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

SiteNo: 1156 Site Name: (1156) Acevedo Clinical Research Associates
Subject No: 11561006 Subject Initials: ---

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

Back to Form

1. Subject Status

Date L ocation User Value Reason
Sep-08-2020 18:04:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | DISCONTINUED

Time (US & Canada)

Aug-20-2020 13:47:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | ENROLLED/RANDOMIZED

Time (US & Canada)

Aug-20-2020 13:43:26 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 18:04:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Sep/8/2020

Time (US & Canada)

Aug-20-2020 13:47:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/20/2020

Time (US & Canada)

Aug-20-2020 13:43:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-05:00) Eastern (autocalc) | Aug/20/2020

Time (US & Canada)
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Header Text: c4591001

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

Site No: 1156

Subject No: 11561006

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 17:50:41 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

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

Click Here to Enable
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