090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Cohort Selection

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

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

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

Page 1 of 267

*** Confidential***
FDA-CBER-2021-5683-0880697
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT
Form Status. Data Complete, Locked,

Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/26/2020

Page 2 of 267
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Header Text: C4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Demography

1. | Subject ID [12314075]

2. | Birth Date: (b) (6)/1994

3. | Sex: MALE

4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE

6. | Racial Designation:

Page 3 of 267
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/26/2020
2. | Erroneous Visit
Page 4 of 267

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Form Comments

Inclusion Criteria Not M et

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2 Description of Exclusion Not Applicable
Criterion Met
Page 5 of 267

FDA-CBER-2021-5683-0880701




Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: DISPOSITION - SCREENING

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Disposition - Screening

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

1. | Date of Aug/26/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 6 of 267

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Form Comments
eCRF Audit Trail History

Medical History Details

La|| | ine/MH Number: [1]
Disease/Syndrome/Surgery [HERNIATED DISC L3L4 AND L5]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/1/2019
Ongoing: YES
1b 1| | ingMH Number: 2]
Disease/Syndrome/Surgery [CHRONIC LOW BACK PAIN]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Jun/1/2019
Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Vital Signs
1. | Date: Aug/26/2020
2. | Weight: [76.45]
3. | Unit: kg
4. | Height: [172.0]
5. [ Unit: cm
6. | Body Mass Index: [25.8]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [36.5]
Unit: C
Temperature Location: ORAL CAVITY
Page 8 of 267
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: RANDOMIZATION

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Disposition

1. | Randomization Date : Aug/26/2020
2. | Randomization Number: [67115]

3. | Randomization Group: [1

Page 9 of 267
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/26/2020
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|| sample D [BNVBPP]
5b | sample 1D [BNVBPR]
5 || sample 1D [BPT96W]
5d || sample 1D [BPT96X]
5€|| sample 1D [BPT96Y]
Page 10 of 267

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/26/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
54|/ sample 1D [BP2FBS]
Page 11 of 267
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

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/26/2020 09:10
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: RIGHT
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 YES
least the protocol specified
observation period after
investigational product
administration?

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: REACTOGENICITY DIARY

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response - NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
Reactogenicity diary collection SUBJECT

Page 13 of 267
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Sep/17/2020
2. | Erroneous Visit
Page 14 of 267
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 15-Sep-2020 21:54
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Sep/17/2020
Vital Signs Details
2.a|| Record Identifier: 1
Temperature: [36.4]
Unit: C
Temperature Location: ORAL CAVITY
Page 15 of 267

FDA-CBER-2021-5683-0880711




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/17/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPWOZC]
Page 16 of 267
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Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Sep/17/2020 11:04
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 YES
least the protocol specified
observation period after
investigational product
administration?

Page 17 of 267

*** Confidential***
FDA-CBER-2021-5683-0880713



090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Oct/21/2020
2. | Erroneous Visit
Page 18 of 267
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Header Text: C4591001

Visit: V3_ MONTH1 _POSTVAX2_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

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|l samplelD [BPTHRA4]
5b | sample 1D [BISMNZ]
5 || sample 1D [BIEMNM]
Page 19 of 267
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Header Text: C4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Mar/22/2021
2. | Erroneous Visit
Page 20 of 267
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Header Text: C4591001

Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/22/2021
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|| sample D [BPIWY J]
5b | sample 1D [BSIPLY]
5 || sample 1D [BSIPYP|
Page 21 of 267
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Header Text: C4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

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

Page 22 of 267
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Header Text: C4591001

Visit: V5_MONTH12 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

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

Page 24 of 267
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Header Text: C4591001

Visit: V6_MONTH24 L

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Mar/12/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Mar/12/2021
2. | Erroneous Visit
COVID-19 IllIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 26 of 267
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 20-Feb-2021 02:17
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Mar/12/2021
2. | Date of First Symptom Started: Mar/5/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Mar/9/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d Symptoms: CHILLS
Was symptom present? NO
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
Page 27 of 267
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 20-Feb-2021 02:17
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

4. Symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5. Symptoms - Other Text: [1
Page 28 of 267
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Header Text: C4591001
Visit: POT_COVID_ILL 1

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN
Form Version: 06-Jul-2020 21:54

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

# Date qf C | Specimen Ty Sp_ec:|men Cplle Assay Code and Description Device Type Form Instan
ollection pe ction Location ce
1. [Mar/12/20 | SWABBED | NASOPHARYN | SEVERE ACUTE RESPSYN |SARS-COV-2DIA Repeating
21 MATERIAL X DROME CORONAVIRUS 2 GNOSTIC TEST Pages

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Mar/12/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
eCRF Audit Trail History
Form Audit Trail
Microbiology Specimen
1. | Actud Date of Collection: Mar/12/2021
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Commentg/Findings/Details: [
9. | Trade Name Other, Specify: []
Page 30 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
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: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

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

[Sample collected by ateam physician]

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: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Mar/12/2021

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/12/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BR2205]
Page 32 of 267
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Mar/12/2021

Form Version: 20-Feb-2021 02:19
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts. | NO
1b Physician or Heslthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts; | YES
Number of Visits or Contacts:
[1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1.d || physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or 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

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. |HOSPITALIZATION STATUS | HOSPITAL Mar/6/2021 NO Repeating Pages
Discharge Date:
Mar/10/2021
Page 34 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

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: Mar/6/2021

4. | Ongoing? NO
Discharge Date:
Mar/10/2021
Page 35 of 267
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090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Treatment Identifi | Con Non-Drug Treatments Pre-specif | Treatmen | Treatmen | Start Dat
# . Form Instance
er ied t t e
1 Repeating Pages
Page 36 of 267

*** Confidential***
FDA-CBER-2021-5683-0880732




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT
on Mar/12/2021

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier? [

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

Treatment:

Treatment: [1

Start Date: /!

ool bk w

Ongoing?

Page 37 of 267
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Mar/12/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

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 Illness Diagnosis:
[cholestatic syndrome]

Date of Diagnosis:
Mar/6/2021

3. | Toxicity Grade:

Page 38 of 267
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

*** Confidential***

# Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form Instance
t: nt d e
1 Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

on Mar/12/2021
Form Version: 17-Jul-2020 21:55 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
IlIness Details
1. | Category of Clinica Event:
2. | Subcategory of Clinical Event:
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
Page 40 of 267
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Collecti | Specim
Category f Form Insta
# or Lab Test Vendor Name on I?ate en Zyp Lab Result nce
1. | CLINICAL | Sanatorio delaProvidencia- | Mar/10/ | BLOO Sponsor-De Repeating
CHEMIST | Tucuman St. #1863 Buenos | 2021 | D fined | denti Test: Res Pages
RY Aires City. fier ult:
329 C Reactive Pro |[ ]
tein_PX329
30 Alanine Amin |53.
otransferase P |6
X30
28 Aspartate Ami | 33.
notransferase_ |1
PX28
35 Alkaline Phosp | 205
hatase PX35 |.5
21 Bilirubin_PX2 | 1.5
1 8
47 Blood UreaNi |24
trogen_PX47
48 Creatinine PX |0.8
48 5
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. |Lab Pand:

CLINICAL CHEMISTRY

2. | Laboratory Name and Address

[Sanatorio de la Providencia - Tucuman St. #1863 Buenos Aires City.]

3. | Collection Date: Mar/10/2021
4. | Specimen Type: BLOOD
Lab Result
54 || sponsor 1D: [329]
Test: C Reactive Protein_PX329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor ID: [30]
Test: Alanine Aminotransferase_PX30
Result: [53.6]
Not Done:
LNMT Low
[not reported]
High
[40]
Unit
u/L
Page 42 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5:C || sponsor ID:

(28]

*** Confidential***

Test: Aspartate Aminotransferase PX28
Resullt: [33.]
Not Done:
LNMT Low
[not reported]
High
[38]
Unit
u/L
5d Sponsor 1D: [35]
Test: Alkaline Phosphatase PX35
Result: [205.5]
Not Done:
LNMT Low
[70]
High
[300]
Unit
u/L
5€ || sponsor 1D: [21]
Test: Bilirubin_PX21
Result: [1.58]
Not Done;
LNMT Low
[not reported]
High
(2]
Unit
mg/dL
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

S5t Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Resullt: [24]
Not Done:
LNMT Low
(10]
High
[50]
Unit
mg/dL
5.9 || sponsor 1D: (48]
Test: Creatinine_PX48
Result: [0.85]
Not Done:
LNMT Low
[0.50]
High
[1.20]
Unit
mg/dL
Page 44 of 267
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Header Text: C4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 21-Aug-2020 02:51
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Category f Collecti | Specim Form Insta
# |or Lab Tes| Vendor Name (DERIVED) | onDate | en Typ Lab Result nce
t : e
1. |HEMATO | Sanatorio delaProvidencia- T | Mar/10/ | BLOO Sponsor-Def Repeating
LOGY ucuman St. #1863 Buenos Aire | 2021 D ined | dentifi Test: Res Pages
s City. or ult:
1 Hemoglob | 15.
in_PX1 6
2 Hematocri |45
t PX2
3 Erythrocyt |[ ]
es PX3
5 Platelets | 167
PX5 3
7 Leukocyte | 6.9
s PX7
608 Neutrophil |[ ]
s PX608
609 Eosinophil |[]
s PX609
612 Monocyte |[ ]
s PX612
610 Basophils |[]
_PX610
611 Lymphocy |[ ]
tes PX611
Page 45 of 267
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. |Lab Pand:

HEMATOLOGY

2. | Laboratory Name and Address

[Sanatorio de la Providencia - Tucuman St. #1863 Buenos Aires City.]

3. | Callection Date: Mar/10/2021
4. | Specimen Type: BLOOD
Lab Result
54 || sponsor 1D: [1]
Test: Hemoglobin_PX1
Result: [15.6]
Not Done;
LNMT Low
[13]
High
(16]
Unit
g/dL
5b 1| sponsor 1D: 2]
Test: Hematocrit_PX2
Result: [45]
Not Done:
LNMT Low
[40]
High
[50]
Unit
%
Page 46 of 267
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Mar/12/2021
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5:C || sponsor ID: [3]
Test: Erythrocytes PX3
Resullt: [
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [167.3]
Not Done;
LNMT Low
[150]
High
[450]
Unit
10"3/uL
5€ || sponsor 1D: [7]
Test: Leukocytes PX7
Result: [6.9]
Not Done;
LNMT Low
[4
High
(10]
Unit
10M3/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Mar/12/2021

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
S5t Sponsor ID: [608]
Test: Neutrophils_PX608
Resullt: [
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [1
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
5h | sponsor ID: [612]
Test: Monocytes PX612
Result: [1
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
Page 48 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

*** Confidential***

Si Sponsor ID: [610]
Test: Basophils_PX610
Resullt: [
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
5J || sponsor 1D: [611]
Test: Lymphocytes PX611
Result: [1
Not Done; NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systolic: Diastolic: Repeating Pages
Page 50 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. || Record Identifier:

Systalic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# Date: Vital Signs Details Form Instance
1 Record Identifier: Oxygen Saturation Repesting Pages
Page 52 of 267
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Mar/12/2021

Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

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 1

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# | Date Time of Assessment

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

1

Repeating Pages

Page 54 of 267
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Header Text: C4591001

on Mar/12/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FO2 (Fraction of Inhaled
Oxygen):

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:55

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# Sponsor-Defined | | Category for Me | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier dication re-specified cation ate e
1 Repeating
Pages
Page 56 of 267
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Mar/12/2021

Form Version: 06-Jul-2020 21:55
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Concomitant Medications

1

What is the medication identifier?

2.

Category:

Concomitant Medications
Pre-specified:

M edication:

Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,

Ingredient(s), route, use,
formulation).

[]

Start Date:

"

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form: IMAGING

Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment | Form Instance
1. | Mar/10/2021 OTHER ULTRASOUND | INDETERMINATE Repeating Pages
If other, specify:

pancreatic hepato biliary
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Header Text: C4591001

on Mar/12/2021
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Mar/10/2021
2. | Location of Assessment: OTHER
If other, specify:

[pancreatic hepato biliary]

3. | Type of Imaging Exam:

ULTRASOUND

4. | Assessment:

INDETERMINATE

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Date of Visit

1. | Date of Visit

1

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit:
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Header Text: C4591001

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

Unscheduled Visit

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

Page 61 of 267
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Unplanned Assessments

1. | Assessments

*** Confidential***
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Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/21/2020
Completion/Discontinuation/Desth

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: C4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Disposition - Follow-Up

1. | Date of I
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB -
Unscheduled Visit

Form Version: 10-Oct-2020 15:57
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

New

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Date of Visit

1. | Date of Visit 1l

2. | Erroneous Visit

Page 68 of 267

*** Confidential***
FDA-CBER-2021-5683-0880764




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Visit: Unplanned Vaccination - Unscheduled
Form Version: 28-Mar-2021 02:28

Form: VITAL SIGNS- TEMP

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Vital Signs

1. | Date:

1

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
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

[]

Formulation:

Dose Date Time:

I

Anatomica Location:

Body Side:

Route:

Actua Dose:

[]

Wl (N[ || &~ wW|DN

Unit:

=
©

Timeframe Subject Was Observed

[
(=Y

. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Header Text: C4591001
Visit: Unplanned Vaccination - Unscheduled
Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: DATE OF VISIT

Unscheduled

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/6/2021

2. | Erroneous Visit
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/6/2021
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/6/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BS440L]
5b | sample 1D [BS4406]
5C || sample 1D [BPTHBT]
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/6/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BPWDDY]
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE
Visit on Feb/16/2021

Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1

Date of Visit

Feb/16/2021

2.

Erroneous Visit

COVID-19 Surveillance Visit

3.

COVID-19 Surveillance Visit:

SSWAB_WEEK?2

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Feb/16/2021

Form Version: 10-Oct-2020 15:57
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/16/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BRINSL]
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE
Visit on Mar/03/2021

Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1

Date of Visit

Mar/3/2021

2.

Erroneous Visit

COVID-19 Surveillance Visit

3.

COVID-19 Surveillance Visit:

SSWAB_WEEK4

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Mar/03/2021

Form Version: 10-Oct-2020 15:57
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BRMDOH]
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE
Visit on Mar/22/2021

Form Version: 14-Jan-2021 02:22
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1

Date of Visit

Mar/22/2021

2.

Erroneous Visit

COVID-19 Surveillance Visit

3.

COVID-19 Surveillance Visit:

SSWAB_WEEK6

*** Confidential***
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB
Visit on Mar/22/2021

Form Version: 10-Oct-2020 15:57
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/22/2021
4. | If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BP887Y]
Page 82 of 267

*** Confidential***
FDA-CBER-2021-5683-0880778




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

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

Unscheduled

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/4/2021

2. | Erroneous Visit

Page 83 of 267

*** Confidential***

FDA-CBER-2021-5683-0880779



090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status: Data Complete, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Further Vaccination Confir mation

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

Participant is willing to return for Vaccination 3
Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: C4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

AE Ident

Isthe Adverse Event Sti

Form Instanc

*** Confidential***

# Category fier Adverse Event Start Date Il Ongoing e
1. [ADVERSEE |1 NOCTURNE POLLAKIURI |Aug/28/2020 | NO Repeating
VENT A 09:00 End Date Time: Pages
Oct/28/2020 17:00
2. |ADVERSEE |2 LOW BACK PAIN WORSE | Aug/30/2020 | NO Repeating
VENT NING 09:00 End Date Time: Pages
Sep/22/2020 20:00
3. |ADVERSEE |3 Cholestatic syndrome second | Mar/5/2021 0 | NO Repeating
VENT ary tolithiasis 9:00 End Date Time: Pages
Mar/10/2021 12:00
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category:

ADVERSE EVENT

2. |AEID:

(1]

3. | Adverse Event:

individual symptoms)

(If possible specify diagnosis, not

[NOCTURNE POLLAKIURIA]

4, | Start Date Time: Aug/28/2020 09:00
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Oct/28/2020 17:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthis adverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
9. | Isthis event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

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

11. | Was a Concomitant Medication NO
given?

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

13. | What was the outcome of this 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: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [LOW BACK PAIN WORSENING]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Aug/30/2020 09:00
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Sep/22/2020 20:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? NO
If Yes, NOTIFY PFIZER
IMMEDIATELY.
Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
9. | Isthis event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[underlying disc pathology]
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

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
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [3]
3. | Adverse Event: [Cholestatic syndrome secondary to lithiasis]
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Mar/5/2021 09:00
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Mar/10/2021 12:00
6. | Toxicity Grade: 2
7. | Isthe adverse event serious? YES
Isthis serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) . ) Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent e : . e
Did th I h ?
or significant disability/incapacity: Ylg St is serious event require or prolong hospitalization
Congenital anomaly/birth defect;
Important medical event (i.e. may Did thi ) it . anifi disabilitv/i .
jeopardize subject and may require NI this serious event result in persistent or significant disability/incapacity~
medical/surgical intervention to o
prevent above outcomes). o ) )
Isthis serious event life threatening?
NO
Other medically important serious event
YES
8. | Isthisadverse event theresult of a | NO
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

*** Confidential***

9. | Isthis event related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[lithiasis]
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: [2021273286]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: MEDICATION ERROR

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Catego | Medication Er | Start Da | Isthemedication error Still | Study Medication Errors
# - ) Form Instance
ry ror te Ongoing Action
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: MEDICATION ERROR

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Medication Error

associated with any adverse
events?

1. | Category:

2. | Medication Error (Type of [1
Medication Error):

3. | Start Date: Il

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

9. | Was this medication error

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: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

4 Sponsor-Defined | | Category for Me | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
dentifier dication re-specified cation ate e
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Concomitant Medications

1. | What is the medication identifier?

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication:

Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,

Ingredient(s), route, use,
formulation).

[]

5. | Date:

"

*** Confidential***
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Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Med | Dose Descri | Form Instanc
dentifier dication Pre-specified ication ption e
1 Repeating
Pages
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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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

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).

Dose: []

Dose Unit:

Dose Freguency:

Route:

©O|® (N o | O

Start Date: I

10. | Ongoing?
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Visit: Logs Form: RADIATION TREATMENT
Form Version: 22-Apr-2020 21:02
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
# Categor | Treatment Identifi | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form I nstance
y er ed t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment Identifier? []

3. | Concomitant Non-drug Treatment

Pre-specified:
4. | Treatment: []
5. | Start Date: 1
6. | Ongoing?
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: TRANSFUSIONS

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

# 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: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1

*** Confidential***

Page 101 of 267

FDA-CBER-2021-5683-0880797




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT - Form: DATE OF VISIT
Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Date of Visit

1

Date of Visit

1

2.

Erroneous Visit
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Header Text: C4591001
Visit: UNPLANNED_BOOSTER_CONTACT - Form: BOOSTER DOSE TRIGGER FORM

Unscheduled

Form Version: 20-Feb-2021 02:20 Form Status: Not Started

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Booster Dose Trigger Form

1. | Select appropriate response - Will
the participant return for
consent/eligibility assessment for
the booster dose visit?
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: TREATMENT UNBLINDED

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Mar/4/2021

2. | Primary Reason for Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Withdrawal Of Consent

1. [ Withdrawal of Consent Date :

1

*** Confidential***
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/21/2020

*** Confidential***
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Audit Trail

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

e CRF_Sign

e CRF_Sign_1

Name Signature Date Type Action
Meaning
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
Item | Date User Comment
Form | Aug-26-2020 12:01:41 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - Comments

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Item | Date User Comment

Form | Sep-23-2020 13:10:46 (UTC-03:00) City of | (b) (4),

Buenos Aires (b) (6)
Form | Aug-26-2020 12:02:05 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

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

e CRF_Sign
e CRF_Sign_1
Name Signature Date Type Action
Meaning
(b) (6) N/A Mar-22-2021 13:47:45 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-19-2021 18:34:28 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Mar-05-2021 11:22:24 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-04-2021 17:20:52 (UTC-03:00) City of BOOK Signed

Buenos Aires

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Affidavit:
By my dated signature below, 1, (b) (6)

, 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.

Martina N/A Mar-04-2021 10:31:17 (UTC-03:00) City of Edit - All
Davalli Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-17-2021 20:25:09 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

By my dated signature below, 1, (b) (6) , 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.

Buenos Aires

(b) (6) N/A Feb-16-2021 19:24:44 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-11-2021 07:19:18 (UTC-03:00) City of BOOK Signed
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of

the examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) () N/A Feb-09-2021 09:33:38 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-08-2021 21:53:31 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of

the examinations, tests, evaluations and treatments performed on this subject.

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

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

(b) (6) N/A Feb-07-2021 21:13:09 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-04-2020 11:50:22 (UTC-03:00) City of BOOK Signed

Polack Buenos Aires
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Affidavit:

By my dated signature below, |, FernandoPolack, 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.

Tatiana Estrada | N/A Nov-03-2020 13:49:28 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:

N/A
Fernando Approved Oct-30-2020 20:48:26 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires

Affidavit:

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

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

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

(b) (6) N/A Oct-30-2020 11:17:17 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-29-2020 13:42:05 (UTC-03:00) City of BOOK Signed

Buenos Aires
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Affidavit:
By my dated signature below, 1, (b) (6)

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

Generated By: (b) (4)

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Select appropriate response - Protocol version

Buenos Aires

Date L ocation User Value Reason
Aug-26-2020 12:01:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 24 JUL 2020

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

Buenos Aires

Date L ocation User Value Reason
Aug-26-2020 12:01:06 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) STAGE 3 COHORTS
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Consent Was.

Date L ocation User Value Reason
Aug-26-2020 12:01:13 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained

Aug/26/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-26-2020 08:45:28 ACVOPFEINFPE000 |autocac |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12314075 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-26-2020 08:45:25 ACVOPFEINFPG000 |autocac |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6)/1994

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-26-2020 12:01:22 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) MALE

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Aug-26-2020 12:01:22 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HISPANIC OR LATINO(A) OR

Buenos Aires OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-26-2020 12:01:22 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) WHITE

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-26-2020 12:01:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-26-2020 12:01:57 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-26-2020 12:01:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status:

Date L ocation User Value Reason
Aug-26-2020 12:01:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires

Page 121 of 267

*** Confidential***
FDA-CBER-2021-5683-0880817



090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

la
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH N 1
Buenos Aires umber:

Medical Hi HERNIATED DI

story Term: SCL3L4AND L

5

Start Date: Jun/1/2019

Ongoing: YES
Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Line/MH Number:
Buenos Aires Medical History Term:

Start Date:

Ongoing:
Nov-03-2020 13:49:28 | ACVOPFEINFP6000 | Tatiana Data Entry: Changed
(UTC-03:00) City of Estrada LineMH Nu 1 Information
Buenos Aires (b) (4) mber:

Medical Histo herniated disc

ry Term: L3,L4,L5

Start Date:  Jun/1/2019

Ongoing: YES
Sep-23-2020 13:11:35 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) LineMH Numb 1
Buenos Aires er:

Medical Histor LOW BACK

y Term: PAIN

Start Date: Jun/1/2019

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075

Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials:

Generated Time (GMT): 29-Mar-2021 20:34

(UTC-03:00) City of (autocalc) 1

Buenos Aires

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-23-2020 13:11:35 ACVOPFEINFP6000 |autocac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) 1

Buenos Aires

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

Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HERNIATED DISCL3L4 A

Buenos Aires ND L5

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Nov-03-2020 13:49:28 | ACVOPFEINFP6000 | TatianaEstrada |Data Entry: Changed
(UTC-03:00) City of (b) (4) herniated disc L3, L4, L5 Information
Buenos Aires

Sep-29-2020 17:41:43 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response sétisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Sep-29-2020 13:48:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Answered

Thismedical
history termis
LOW BACK
PAIN. Thank you.

Sep-24-2020 14:46:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Opened

ClinQuery: Please
confirmif Med
History termis
accurate.
According to the
AE record, subject
had AE of 'low
back pain' dueto
'Symptoms due to
its underlying disc
pathology'. Isterm
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

'low back pain' or
‘underlying disc
pathology'. Please

update record.
Sep-23-2020 13:11:35 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LOW BACK PAIN
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jun/1/2019
Buenos Aires
Nov-04-2020 09:45:36 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-23-2020 13:11:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Jun/1/2019
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-23-2020 13:11:35 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1b
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) LineMHN 2
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SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires

umber:

Medical His CHRONIC LO
tory Term: W BACK PAIN

Start Date:  Jun/1/2019
Ongoing:  YES

Medical Histo herniated lum
ry Term: bar disc

Nov-04-2020 09:45:36 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Line/MH Number:
Buenos Aires Medical History Term:

Start Date:

Ongoing:
Nov-03-2020 13:50:09 [ ACVOPFEINFP6000 | Tatiana Data Entry: Changed
(UTC-03:00) City of Estrada Line/MH Nu 2 Information
Buenos Aires (b) (4) mber: (DELETED)

Medical Hist Herniated disc

ory Term: L3Ll4andl5

Start Date:  Sep/21/2020

Ongoing: YES
Oct-30-2020 11:34:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of Line/MH Nu 2
Buenos Aires mber:

Medical Hist Herniated disc

ory Term: L3L4andL5

Start Date:  Sep/21/2020

Ongoing: YES
Oct-28-2020 10:50:35 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Transcription Error
(UTC-03:00) City of Line/MH Num 2
Buenos Aires ber:

Medical Histo herniated lum

ry Term: bar disc

Start Date: Jun/1/2019

Ongoing: YES
Sep-29-2020 18:50:50 | ACVOPFEINFP6000 ((b) (4), (b) (6) |Data Entry: New Information
(UTC-03:00) City of Line/MH Num 2
Buenos Aires ber:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Start Date: Sep/21/2020

Ongoing: YES
Sep-24-2020 16:27:00 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Ling/MH Num 2
Buenos Aires ber:

Medical Histo herniated lum

ry Term: bar disc

Start Date: Sep/3/2020

Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials:

Generated Time (GMT): 29-Mar-2021 20:34

1.b Line/MH Number:

Date L ocation User Value Reason

Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) 2

Buenos Aires

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: [temset row was

(UTC-03:00) City of (b) (6) undeleted in order

Buenos Aires to clear CRF

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6)

Buenos Aires

Nov-03-2020 13:50:09 | ACVOPFEINFP6000 | Tatiana Data Entry: Changed

(UTC-03:00) City of Estrada 2 Information

Buenos Aires (b) (4) (DELETED)

Sep-24-2020 16:27:00 ACVOPFEINFP6000 | auto calc Data Entry: Initia Entry

(UTC-03:00) City of (autocalc) 2

Buenos Aires

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

Date L ocation User Value Reason

Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) CHRONIC LOW BACK PAI

Buenos Aires N

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Itemset row was

(UTC-03:00) City of (b) (6) undeleted in order

Buenos Aires to clear CRF

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6)

Buenos Aires

Nov-03-2020 13:50:09 | ACVOPFEINFPE000 | TatianaEstrada | Data Entry: Changed

(UTC-03:00) City of (b) @) Herniated-diseE3-+4-anre=5 | Information

Buenos Aires (DELETED)

Nov-03-2020 11:47:57 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Follow-up query

(UTC-03:00) City of (b) (6) entered to move

Buenos Aires event to AE record
since start dateis
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
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after signing of
Informed Consent.

Nov-03-2020 08:48:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 1: Opened

ClinQuery: Noted
start dateis after IC
which is not
permitted. The date
that the surgery
was decided (not
the date the surgery
took place) must be
used asthe ‘ start
date’ inthe med hx
CRF. Please review
and update.

Nov-03-2020 08:47:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Luke Cunliffe
(b) (4)

Query 1: Candidate

ClinQuery: Noted
start dateis after IC
which is not
permitted. The date
that the surgery
was decided (not
the date the surgery
took place) must be
used as the ‘ start
date’ in the med hx
CRF. Please review
and update.

Oct-30-2020 11:34:15
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:
Herniated disc L3 L4 and L5

New Information

Buenos Aires

Sep-24-2020 16:27:00 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), herniated lumbar disc

Buenos Aires (b) (6)

1.b Start Date:

Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Jun/1/2019

Buenos Aires
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Form Status: Data Complete, Locked, Frozen, Verified
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

(UTC-03:00) City of

Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Itemset row was
(UTC-03:00) City of undeleted in order
Buenos Aires to clear CRF
Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Nov-04-2020 06:28:21 | ACVOPFEINFPGE000 |(b) (4), Query 5: Closed Closed as data
(UTC-03:00) City of (b) (6) removed.

Buenos Aires

Nov-03-2020 15:05:09 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Closed Response satisfies

query

Buenos Aires

Buenos Aires

Nov-03-2020 14:47:43 | ACVOPFEINFP6000 | Adolfo Gonzalez | Query 5: Answered Changed data per

(UTC-03:00) City of (b) (4) query

Buenos Aires

Nov-03-2020 13:50:09 | ACVOPFEINFP6000 | Tatiana Estrada Data Entry: Changed

(UTC-03:00) City of (b) (4) Sepf2H2020 Information

Buenos Aires (DELETED)

Nov-03-2020 13:50:09 | ACVOPFEINFP6000 | auto query Query 5: Opened Start Dateis after

(UTC-03:00) City of (autoquery) or equal to the first

Buenos Aires vaccination date
26/Aug/2020.
Please review and
update as
appropriate.

Nov-03-2020 13:50:09 | ACVOPFEINFP6000 | auto query Query 4: Answered Changed

(UTC-03:00) City of (autoquery) Information
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Back to Form

1.b Start Date:

Date

L ocation

User

Value

Reason

Nov-03-2020
13:28:20
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query
4: Rei

ssued:
Opene

ClinQuery: Since
event started after
signing of the
informed consent,
please move event
to AE record. Also,
since event has
been diagnosed,
please update
symptom term
'back pain' to
medical diagnosis
‘herniated disc L3,
L4, L5 with onset
date.

Nov-03-2020
12:11:27
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

Tatiana Estrada
(b) (4)

Query
4: An
swere

the back painin
medical history has
now adiagnosis:
herniated disc L3,
L4, L5. Doyou
think we should
change the start
datein this event
and associateit to
he first AE "back
pain"? thank you.

Nov-03-2020
11:49:00
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query
4. Op
ened

ClinQuery:
Medical History
event 'herniated
discL3, L4, L5
has start date that is
after the subject
signed Informed
Consent. Please
confirm start date
of event. If
confirmed after
signing of
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Informed Consent,
please move event
to AE record.
Oct-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
10:28:38 3: Clo | query
(UTC-03:00) sed
City of
Buenos Aires
Oct-30-2020 | ACVOPFEINFP6000 Tatiana Estrada Query | Thestart dateis
15:52:53 (b) (4) 3: An | correct, that day
(UTC-03:00) swere | the subject
City of d received by his
Buenos Aires doctor the final
diagnosis, that was
the cause of the
pain that was under
investigation at the
time the subject
received first
vaccination. thank
you
Oct-30-2020 | ACVOPFEINFP6000 auto query Query | Start Dateis after
11:34:15 (autoquery) 3: Op |orequa tothefirst
(UTC-03:00) ened | vaccination date
City of 26/Aug/2020.
Buenos Aires Please review and
update as
appropriate.
Oct-30-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | New Information
11:34:15 Entr
(UTC-03:00) L
City of Sep/2
Buenos Aires 1/202
0
Oct-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
15:50:57 1: Clo | query
(UTC-03:00) sed
City of
Buenos Aires
Oct-28-2020 | ACVOPFEINFP6000 auto query Query | Answer Auto
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10:50:35
(UTC-03:00)
City of
Buenos Aires

(autoquery)

1: An | Query
swere

o

Oct-28-2020 | ACVOPFEINFPG000

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

Data | Transcription Error

10:50:35 Entr

(UTC-03:00) M

City of Jun/l/

Buenos Aires 2019

Oct-27-2020 | ACVOPFEINFP6000 (b) Query | If condition started

16:42:10 (4), 1: Rel |beforethe

(UTC-03:00) (b) (6) ssued: | screening period

City of Opene | then kindly update

Buenos Aires d start date on this
page

Oct-26-2020 | ACVOPFEINFP6000 Maria Beretta Query | Asthe pain started

11:57:28 (b) (4) 1: An | before, we can

(UTC-03:00)
City of
Buenos Aires

swere | asumethat the

d hernias were
present before the
consent was given.
Only the MRI
diagnosis was done
after. Thank you

Oct-23-2020 | ACVOPFEINFP6000
04:53:54
(UTC-03:00)
City of
Buenos Aires

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

Query | DM2: Thanksfor
1:Rei |response. If

ssued: | condition started
Opene | before the

d screening period
then kindly update
start date on this
page. If condition
started after the
first vaccination
date , then consider
moving event to
‘Adverse Event’
CRF per protocol
instructions.

Oct-21-2020 | ACVOPFEINFP6000
11:07:26

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

Query | The volunteer
1: An | presents low back
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(UTC-03:00) swere |pain prior to his

City of d visit 1, and the

Buenos Aires diagnosis of
herniated disc was
made later, this
being the etiology
of hislow back
pain (itisnot an
adverse event)

Oct-20-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM 1: Start date

01:50:55 1: Rel | (21/Sep/2020) is

(UTC-03:00) ssued: | after the First dose

City of Opene | date (26/Aug

Buenos Aires d /2020). Thus,
Please review and
consider to move
this record to
ADVERSE
EVENT log form.
Else, clarify.

Oct-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | An adverse event

13:57:28 1: An | was uploaded for

(UTC-03:00) swere | thiscondition

City of d Thank you

Buenos Aires

Oct-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Another query

10:48:15 2: Clo | present for same

(UTC-03:00) sed issue

City of

Buenos Aires

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | asanother query

08:17:51 2: Rei | reissued on start

(UTC-03:00) ssued: | date of MH.

City of Candi

Buenos Aires date

Oct-08-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM1: Thanksfor

08:17:14 1: Rei |your response. If

(UTC-03:00) ssued: | condition started

City of Opene | before the

Buenos Aires d screening period
then kindly update
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start date on this
page. If condition
started after the
first vaccination
date, then consider
moving event to
‘Adverse Event’
CRF per protocol
instructions.

Oct-06-2020
09:04:01
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) Query | Subject forgot to

2: An | mention achronic
swere | low back pain of

d unknown cause
since June 2019, so
on 2020-sep-3 a
spinal MRI was
performed.
Diagnosis: L3-L4
and L5-S1 disc
herniation, reported
to the volunteer by
his traumatol ogi st
on 2020-sep-21.

Oct-06-2020
09:03:46
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) Query | Subject forgot to

1: An | mention achronic
swere | low back pain of

d unknown cause
since June 2019, so
on 2020-sep-3 a
spinal MRI was
performed.
Diagnosis: L3-L4
and L5-S1 disc
herniation, reported
to the volunteer by
his traumatol ogi st
on 2020-sep-21.

Oct-05-2020
04:59:03
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) Query |DM : For AE

2: Rei | (herniated lumbar
ssued: |disc): Start date
Opene | (21/Sep/2020) is

d after the first
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vaccination dose
date (26/Aug
/2020). If dateis
correct, consider
moving event to
the Adverse Event
CRF per protocol
instructions

Oct-05-2020
04:57:52
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query
1: Rei

ssued:
Opene

DM : For AE
(herniated lumbar
disc): Start date
(21/Sep/2020) is
after the first
vaccination dose
date (26/Aug
/2020). Please
review and update
the data with the
help of CRA. Else,
clarify.

Oct-01-2020
13:31:34
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query
1. An
swere

Subject forgot to
mention a chronic
low back pain of
unknown cause
since June 2019, so
on 2020-sep-3 a
spinal MRI was
performed.
Diagnosis: L3-L4
and L5-S1 disc
herniation, reported
to the volunteer by
his traumatol ogi st
on 2020-sep-21.

Oct-01-2020
13:31:13
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query
2: An
swere

Subject forgot to
mention a chronic
low back pain of
unknown origin
since June 2019, so
on 2020-sep-3 a
spinal MRI was
performed.
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Diagnosis: L3-L4
and L5-S1 disc
herniation, reported
to the volunteer by
his traumatol ogi st
on 2020-sep-21.

Sep-29-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Reopen: The

22:22:46 (b) (4) 2: Rei | Medical History

(UTC-03:00) ssued: | condition 'Start

City of Opene | Date' is after the

Buenos Aires d first study
treatment 'Start
Date'. Please
review. If dateis
correct, consider
moving event to
the Adverse Event
CRF per protocol
instructions.

Sep-29-2020 | ACVOPFEINFPG6000 auto query Query | New Information

18:50:50 (autoquery) 2: An

(UTC-03:00) swere

City of d

Buenos Aires

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | New Information

18:50:50 Entr

(UTC-03:00) M

City of Sep/2

Buenos Aires 1/202

0

Sep-24-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4814252;The

22:15:52 (b) (4) 2: Op |Medica History

(UTC-03:00) ened | condition 'Start

City of Date is after the

Buenos Aires first study
treatment 'Start
Date. Please
review. If dateis
correct, consider
moving event to
the Adverse Event
CRF per protocol
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

instructions.
Sep-24-2020 | ACVOPFEINFP6000 auto query Query | Start Dateis after
16:27:00 (autoquery) 1: Op |orequal tothefirst
(UTC-03:00) ened | vaccination date
City of 26/Aug/2020.
Buenos Aires Please review and
update as
appropriate.
Sep-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initial Entry
16:27:00 Entry
(UTC-03:00) M
City of Sep/3/
Buenos Aires 2020
1.b Ongoing:
Date L ocation User Value Reason
Nov-04-2020 09:51:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Nov-04-2020 09:45:36 | ACVOPFEINFPG000 |(b) (4), Data Entry: [temset row was
(UTC-03:00) City of (b) (6) undeleted in order
Buenos Aires to clear CRF
Nov-04-2020 09:45:36 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-03-2020 13:50:09 | ACVOPFEINFP6000 | Tatiana Data Entry: Changed
(UTC-03:00) City of Estrada ¥ES Information
Buenos Aires (b) (4) (DELETED)
Sep-24-2020 16:27:00 | ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
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Back to Form

1. Date:

Date L ocation User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires

2. Weight:

Date L ocation User Value Reason
Aug-26-2020 12:02:42 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 76.45

Buenos Aires

3. Unit:

Date L ocation User Value Reason
Aug-26-2020 12:02:42 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) kg

Buenos Aires

4. Height:

Date L ocation User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 172.0

Buenos Aires

5. Unit:

Date L ocation User Value Reason
Aug-26-2020 12:02:42 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) cm

Buenos Aires

6. Body Mass I ndex:

Date L ocation | User | Value Reason
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Aug-26-2020 12:02:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 25.8
Buenos Aires
7a
Date L ocation User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier 1
Buenos Aires >

Temperature: 36.5

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.5
Buenos Aires
7.a Unit:
Date Location User Value Reason
Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
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Aug-26-2020 12:02:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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Back to Form

1. Randomization Date :

Buenos Aires

Date L ocation User Value Reason
Aug-26-2020 12:02:52 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-26-2020 12:02:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 67115
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-26-2020 12:03:01 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-26-2020 12:03:01 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 11:54:15 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-26-2020 12:12:44 | ACVOPFEINFP6000 |(b) Query 1: Opened '‘Sample Collected?

(UTC-03:00) City of (4), is Yes, however no

Buenos Aires (b) (6) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 12:03:01 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 12:03:01 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires

Aug/26/2020

Date of Collection:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5a
Date L ocation User Value Reason
Aug-27-2020 11:54:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BNVBPP
Buenos Aires (b) (6)
5.aSample D
Date L ocation User Value Reason
Aug-27-2020 11:54:15 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BNVBPP
Buenos Aires (b) (6)
5b
Date L ocation User Value Reason
Aug-27-2020 11:54:25 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @, Sample ID: BNVBPR
Buenos Aires (b) (6)
5.b Sample ID
Date L ocation User Value Reason
Aug-27-2020 11:54:25 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, BNVBPR
Buenos Aires (b) (6)
5.c
Date L ocation User Value Reason
Aug-27-2020 13:27:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPT96W
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.c Sample D
Date L ocation User Value Reason
Aug-27-2020 13:27:49 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of

(b) (6) BPT96W

Buenos Aires

5.d

Date L ocation User Value Reason
Aug-27-2020 13:27:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BPT96X

Buenos Aires

5.d Sample 1D

Date L ocation User Value Reason
Aug-27-2020 13:27:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of

(b) (6) BPT96X

Buenos Aires

5.e

Date L ocation User Value Reason
Aug-27-2020 13:28:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BPT96Y

Buenos Aires

5.eSampleID

Date L ocation User Value Reason
Aug-27-2020 13:28:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPT96Y

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-26-2020 12:03:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date Location User Value Reason

Aug-26-2020 12:03:07 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-27-2020 15:27:52 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-26-2020 12:12:44 | ACVOPFEINFP6000 |(b) Query 1: Opened '‘Sample Collected?

(UTC-03:00) City of (4), is Yes, however no

Buenos Aires (b) (6) barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 12:03:07 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 12:03:07 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Collection:

Aug/26/2020
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.a

Date L ocation User Value Reason
Aug-27-2020 15:27:52 | ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initia Entry
(UTC-03:00) City of (b) (4) Sample | D: BP2FBS

Buenos Aires

5.aSample D

Date L ocation User Value Reason
Aug-27-2020 15:27:52 | ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BP2FBS

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-26-2020 12:03:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Aug-26-2020 12:03:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-26-2020 12:03:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Aug-26-2020 12:03:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020 09:10

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Aug-26-2020 12:03:25 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Aug-26-2020 12:03:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RIGHT

Buenos Aires

7. Route:

Date L ocation User Value Reason

Aug-26-2020 12:03:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-26-2020 12:03:25 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

Date Location User Value Reason
Aug-26-2020 12:03:25 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires

Page 148 of 267

*** Confidential***
FDA-CBER-2021-5683-0880844




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-03:00) City of
Buenos Aires

(b) (6)

NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR
THIS SUBJECT

Date Location User Value Reason
Aug-26-2020 12:03:32 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-17-2020 19:28:43 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Sep/17/2020
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Visit: V2 VAX2 L

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Header Text: C4591001

Form Version: 15-Sep-2020 21:54

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/17/2020
Buenos Aires
2.a
Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Record Identifie 1
Buenos Aires re

Temperature: 364

TemperatureUn C

it:

TemperatureLo ORAL CA

cation:: VITY
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 36.4
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of C
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 15-Sep-2020 21:54
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires

2.a Temperature Location:

Date L ocation User Value Reason
Sep-17-2020 19:28:53 | ACVOPFEINFPGE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of ORAL CAVITY

Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-17-2020 12:46:41 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-17-2020 12:46:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-17-2020 12:47:11 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-17-2020 12:46:41 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Sep-17-2020 12:46:41 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera YES
Buenos Aires (b) (4) Date of Collection:
Sep/17/2020
5.a
Date L ocation User Value Reason
Sep-17-2020 12:47:11 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample | D: BPW9ZC
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires (b) (4)
5.aSample|D
Date L ocation User Value Reason
Sep-17-2020 12:47:11 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BPW9ZC
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V2_VAX2 L

SiteNo: 1231

Subject No: 12314075
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: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Was there a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-17-2020 19:29:06 | ACVOPFEINFPE000 | (b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason
Sep-17-2020 19:29:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Sep-17-2020 19:29:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Sep-17-2020 19:29:06 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/17/2020 11:04

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Sep-17-2020 19:29:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Sep-17-2020 19:29:06 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason

Sep-17-2020 19:29:06 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-17-2020 19:29:06 ACVOPFEINFPE000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

Date L ocation User Value Reason
Sep-17-2020 19:29:06 | ACVOPFEINFPGE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES

Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_ L
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Oct-21-2020 11:20:00 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Oct/21/2020
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Header Text: C4591001
Visit: V3_ MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-21-2020 11:20:14 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-21-2020 11:20:14 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-21-2020 11:58:08 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-21-2020 11:20:14 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Oct-21-2020 11:20:14 ACVOPFEINFP6000 |(b) (4). (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Oct/21/2020
5.a
Date L ocation User Value Reason
Oct-21-2020 11:58:08 ACVOPFEINFPE000 |(b) (4). Data Entry: Initial Entry

(UTC-03:00) City of

(b) (6)

Sample|D: BPTHR4
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires (b) (4), (b) (6)
5.aSample|D
Date L ocation User Value Reason
Oct-21-2020 11:58:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, BPTHR4
Buenos Aires (b) (6)
5.b
Date L ocation User Value Reason
Oct-21-2020 12:28:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BIEMNZ
Buenos Aires (b) (6)
5.b Sample 1D
Date L ocation User Value Reason
Oct-21-2020 12:28:56 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, BJSMNZ
Buenos Aires (b) (6)
5.c
Date L ocation User Value Reason
Oct-21-2020 13:11:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BISMNM
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-21-2020 13:11:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BJISMNM
Buenos Aires
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Header Text: C4591001
Visit: V4_MONTH6_L

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314075

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-22-2021 13:47:45 | ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/22/2021

Buenos Aires (b) (6)
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Generated By: (b) (4)

Header Text: C4591001
Visit: V4 MONTH6_L

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

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

(UTC-03:00) City of

1. Data Origin
Date L ocation User Value Reason
Mar-22-2021 13:47:56 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry

(autocalc) | SITE

(UTC-03:00) City of
Buenos Aires

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-22-2021 13:47:56 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason

Mar-23-2021 09:18:46 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-22-2021 13:47:56 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample

(UTC-03:00) City of (autoquery) Collected? is Yes,

Buenos Aires however no
barcodes are

entered. Please
review and correct

as appropriate.

Mar-22-2021 13:47:56 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:

Mar/22/2021
5a
Date L ocation User Value Reason
Mar-23-2021 09:18:46 | ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
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Header Text: C4591001
Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

(UTC-03:00) City of (b) (4) Sample |D: BP1IWYJ

Buenos Aires

5.aSample|D

Date L ocation User Value Reason
Mar-23-2021 09:18:46 | ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPIWYJ

Buenos Aires

5.b

Date L ocation User Value Reason
Mar-23-2021 10:00:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sample |D: BSIPLY

Buenos Aires

5.b Sample ID

Date L ocation User Value Reason
Mar-23-2021 10:00:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of BS1PLY

Buenos Aires

5.c

Date L ocation User Value Reason
Mar-23-2021 13:04:34 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SampleD: BSIPYP

Buenos Aires (b) (6)

5.c Sample D

Date L ocation User Value Reason
Mar-23-2021 13:04:34 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BS1PYP

Buenos Aires (b) (6)
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Header Text: C4591001

on Mar/12/2021

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Buenos Aires

Date L ocation User Value Reason

Mar-14-2021 10:36:26 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-14-2021 10:35:16 ACVOPFEINFP6000 |autoquery | Query 2: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-14-2021 10:33:40 ACVOPFEINFP6000 |autoquery | Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in
the Signs and
Symptoms formis
missing. Please
review and update
as appropriate.

Mar-14-2021 10:33:40 ACVOPFEINFP6000 |autoquery | Query 1. Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Mar-14-2021 10:33:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Mar/12/2021

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Mar-14-2021 10:33:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | COVID_A
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Header Text: C4591001

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

on Mar/12/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/12/2021
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/5/2021
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires Date of Last Symptom Resolve
d:
Mar/9/2021
4.a
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER
Buenos Aires
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Audit Trail History
Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

nt:

4.a Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4b
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms; NEW OR INCREA
Buenos Aires SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUG
Buenos Aires H
4.b Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.c
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREASE
Buenos Aires ms: D SHORTNESS OF B

REATH
Sympto NO
m Prese
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/12/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

4.c Symptoms;

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NEW OR INCREASED SHORT

Buenos Aires NESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

4d

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Symptoms: CHILLS

Buenos Aires Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) CHILLS

Buenos Aires

4.d Was symptom present?

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

4.e

Date L ocation User Value Reason

Mar-14-2021 10:35:16 ACVOPFEINFP6000 |(®)(4).(0)(6) |Data Entry: Initia Entry
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Audit Trail History
Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

(UTC-03:00) City of

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

Symptom NEW OR INCREAS

Buenos Aires S ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSCL
Buenos Aires E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.f
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW LOSS OF TA
Buenos Aires : STE OR SMELL

Symptom NO

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/12/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

4.f Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SM
Buenos Aires ELL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
49
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires S ED SORE THROAT

Symptom NO

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.h
Date L ocation User Value Reason

Page 168 of 267

*** Confidential***
FDA-CBER-2021-5683-0880864




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Mar/12/2021

Form Version: 20-Feb-2021 02:17

Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: DIARRHE
Buenos Aires A

Symptom Present NO
4.h Symptoms:
Date Location User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: VOMITIN
Buenos Aires G

Symptom Present NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SSIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/12/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

4.i Symptoms:
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Mar-14-2021 10:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form Status:

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires
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Header Text: C4591001

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

on Mar/12/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/12/2021

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TE

Buenos Aires ST

6. Trade Name:

Date L ocation User Value Reason
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

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

Mar-14-2021 10:35:40 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMPC

Buenos Aires OVID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Mar-14-2021 10:35:40 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Mar/12/2021 eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-14-2021 10:36:15 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-14-2021 10:36:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Mar-14-2021 10:36:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

Date L ocation User Value Reason
Mar-14-2021 10:36:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample collected by ateam physi

Buenos Aires cian

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

on Mar/12/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-14-2021 10:36:26 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-14-2021 10:36:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-15-2021 11:23:29 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-15-2021 06:32:46 ACVOPFEINFP6000 |(0) (4), (b) (6) | Query 1: Opened '‘Sample Collected?

(UTC-03:00) City of is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Mar-14-2021 10:36:26 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Mar-14-2021 10:36:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires

Mar/12/2021

Date of Collection:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Mar/12/2021 Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.a
Date L ocation User Value Reason
Mar-15-2021 11:23:29 ACVOPFEINFPE000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample | D: BR2205
Buenos Aires Cabral

(b) (4)
5.a Sample D
Date L ocation User Value Reason
Mar-15-2021 11:23:29 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato BR2205
Buenos Aires Cabral

(b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/12/2021

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

la
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrenceof Visits NO

or Contacts.
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practit EMERGENCY
Buenos Aires ioner: ROOM

Occurrenceof YES

Visitsor Conta Number of Vis

cts: its or Contact

S
1
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/12/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b)(4).(0)(6) |Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Number of Visits or Contacts:
1
1.c
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1d
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitione URGENT
Buenos Aires r: CARE

Occurrenceof Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/12/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) TELEPHONE CONSULTATION
Buenos Aires
1.e Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-14-2021 10:37:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 ilIness?
Date L ocation User Value Reason
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Mar-14-2021 10:37:08
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 |(b) (4),
(b) (6)

Data Entry:
YES

Has the subject been in intensiv
e care dueto potential COVID-
19illness?

NO

Initia Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail

on Mar/12/2021

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Mar-14-2021 10:37:34 ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form Status: Data Complete

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Hospitalization Category:

Date Location User Value Reason
Mar-14-2021 10:37:34 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason
Mar-14-2021 10:37:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HOSPITAL

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Mar-17-2021 12:30:39 | ACVOPFEINFPGE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Mar-17-2021 10:51:41 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered All available
(UTC-03:00) City of (b) (6) information was
Buenos Aires loaded. Thank you.
Mar-15-2021 12:34:01 | ACVOPFEINFPGE000 |(b) (4), Query 1: Opened CLIQUERY:
(UTC-03:00) City of (b) (6) Hospitalization:
Buenos Aires This subject had

COVID-19 llIness
and was
hospitalized. Please
enter any available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain these
information.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Mar/12/2021

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Mar-14-2021 10:37:34 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/6/2021
Buenos Aires
4, Ongoing?
Date L ocation User Value Reason
Mar-14-2021 10:37:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires Discharge Date;
Mar/10/2021
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on Mar/12/2021

Site No: 1231

Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52

Subject No: 12314075

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Category of Clinical Event:

Buenos Aires

Date L ocation User Value Reason
Mar-14-2021 10:38:16 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES
Buenos Aires S
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Mar-14-2021 10:38:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Respiratory IlIness Diagnosis:

cholestatic syndrome

Date of Diagnosis:

Mar/6/2021
3. Toxicity Grade:
Date L ocation User Value Reason
Mar-14-2021 10:38:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 Audit Trail

Form Version: 21-Aug-2020 02:49 Form Status:

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason

Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

on Mar/12/2021 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | CLINICAL CHEMISTRY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sanatorio de la Providencia- Tu
Buenos Aires cuman St. #1863 Buenos Aires C

ity.
3. Collection Date:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/10/2021
Buenos Aires
4. Specimen Type:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Mar-17-2021 10:45:17 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 329
Buenos Aires d ldentifier:

Test:: C Reactive Pro

tein_PX329
Result::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 eCRF Audit Trail History

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Not Done:: NOT DONE

Lab Normal R

ange:
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor-Define
Buenos Aires d ldentifier:

Test:: C Reactive Pro

tein_PX329

Result::

Not Done::

Lab Normal R

ange:
5.a Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:45:17 ACVOPFEINFPE000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C Reactive Protein_PX329
Buenos Aires
5.aNot Done:
Date L ocation User Value Reason
Mar-17-2021 10:45:17 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5b
Date L ocation User Value Reason
Mar-17-2021 10:42:56 ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc)
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Buenos Aires Sponsor -Defi 30
ned I dentifier
Test:: Alanine Aminotr
ansferase_PX30
Result:: 53.6
Not Done::
Lab Normal Low
Range: not reported
High
40
Unit
uU/L
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor - Defi
Buenos Aires ned I dentifier
Test:: Alanine Aminot
ransferase_PX3
0
Result::
Not Done::
Lab Normal
Range:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5.b Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:42:56 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30
Buenos Aires
5.b Test:
Date Location User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Alanine Aminotransferase_PX30
Buenos Aires
5.b Result:
Date L ocation User Value Reason
Mar-17-2021 10:42:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 53.6
Buenos Aires
5.bLNMT
Date L ocation User Value Reason
Mar-17-2021 10:42:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires not reported

High

40
Unit
U/L

5.c
Date L ocation User Value Reason
Mar-17-2021 10:43:45 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor -Defi 28
Buenos Aires ned | dentifie
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

eCRF Audit Trail History
Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

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

*** Confidential***

r:
Test:: Aspartate Amino
transferase PX2
8
Result:: 331
Not Done::
Lab Normal Low
Range: not reported
High
38
Unit
U/L
Mar-17-2021 10:42:56 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defi 28
Buenos Aires ned | dentifie
r:
Test:: Aspartate Amin
otransferase PX
28
Result:: 33.1
Not Done::
Lab Normal Low
Range: not reported
High
38
Mar-17-2021 10:39:09 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor -Defi
Buenos Aires ned I dentifie
r:
Test:: Aspartate Amin
otransferase PX
28
Result::
Not Done::
Lab Normal
Range:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5.c Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:42:56 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |28
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aspartate Aminotransferase PX
Buenos Aires 28
5.c Result:
Date L ocation User Value Reason
Mar-17-2021 10:43:45 ACVOPFEINFP6000 |auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-17-2021 10:42:56 ACVOPFEINFP6000 |auto query Query 1: Opened Result is present,
(UTC-03:00) City of (autoquery) but 1ab normal
Buenos Aires range (Low, high
or Unit) ismissing.
Please correct or
confirm.
Mar-17-2021 10:42:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 331
Buenos Aires
5.cLNMT
Date L ocation User Value Reason
Mar-17-2021 10:43:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires not reported
High
38
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Header Text: C4591001

Generated By: (b) (4)

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

on Mar/12/2021 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Unit
uU/L
Mar-17-2021 10:42:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires not reported
High
38
5.d
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 35
Buenos Aires d Identifier:
Test:: Alkaline Phosph
atase PX35
Result:: 205.5
Not Done::
Lab Normal R Low
ange: 70
High
300
Unit
uU/L

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5.d Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Alkaline Phosphatase PX35
Buenos Aires
5.d Result:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 205.5
Buenos Aires
5.dLNMT
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 70

High

300
Unit
uU/L
5.e
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 21
Buenos Aires entifier:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Test:: Bilirubin_P
X21
Result:: 1.58
Not Done::
Lab Normal Range Low
: not report
ed
High
2
Unit
mg/dL
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

on Mar/12/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5.e Sponsor I D:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |21
Buenos Aires
5.eTest:
Date Location User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Bilirubin_PX21
Buenos Aires
5.e Result:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 158
Buenos Aires
5.eLNMT
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires not reported

High

2
Unit
mg/dL

5.f
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 47
Buenos Aires d Identifier:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Test:: Blood Urea Nitr
ogen_PX47
Result:: 24
Not Done::
Lab Normal Ra Low
nge: 10
High
50
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5.f Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Blood Urea Nitrogen PX47
Buenos Aires
5.f Result:
Date Location User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 24
Buenos Aires
5f LNMT
Date Location User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 10

High

50
Unit
mg/dL

59
Date Location User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 48

Buenos Aires

dentifier:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Mar/12/2021 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Test:: Creatinine_
PX48
Result:: 0.85
Not Done::
Lab Normal Range Low
: 0.50
High
1.20
Unit
mg/dL
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Mar/12/2021 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.g Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |48
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Creatinine_PX48
Buenos Aires
5.9 Result:
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 0.85
Buenos Aires
5.gLNMT
Date L ocation User Value Reason
Mar-17-2021 10:39:09 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 0.50

High

1.20
Unit
mg/dL
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Audit Trail
Form Status:

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Lab Pandl:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HEMATOLOGY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sanatorio dela Providencia- Tu
Buenos Aires cuman St. #1863 Buenos Aires C
ity.
3. Collection Date:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/10/2021
Buenos Aires
4. Specimen Type:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 1
Buenos Aires dentifier:
Test:: Hemoglobin
_PX1
Result:: 15.6
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Header Text: C4591001

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

on Mar/12/2021 eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Not Done::
Lab Normal Rang Low
€ 13
High
16
Unit
g/dL
5.a Sponsor I1D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
5.a Tedt:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Hemoglobin_PX1
Buenos Aires
5.a Reault:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 15.6
Buenos Aires
5.aLNMT
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 13
High
16

*** Confidential***
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Header Text: C4591001

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

on Mar/12/2021 eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Unit
g/dL
5.b
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 2
Buenos Aires entifier:
Test:: Hematocrit_
PX2
Result:: 45
Not Done::
Lab Normal Range Low
: 40
High
50
Unit
%
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075

eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.b Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Hematocrit_PX2
Buenos Aires
5.b Result:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 45
Buenos Aires
5bLNMT
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 40

High

50
Unit
%

5.c
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 3
Buenos Aires dentifier:

*** Confidential***

Page 205 of 267

FDA-CBER-2021-5683-0880901




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Test::

Result::
Not Done::

Lab Normal Rang
€

Erythrocytes
_PX3

NOT DONE

5.c Sponsor I D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Erythrocytes PX3
Buenos Aires
5.c Not Done:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5d
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Ide 5
Buenos Aires ntifier:

Test:: Platelets P

X5
Result:: 167.3
Not Done::
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Lab Normal Range: Low
150

High
450

Unit
1073/uL

*** Confidential***
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075

eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.d Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Platelets PX5
Buenos Aires
5.d Result:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 167.3
Buenos Aires
5.dLNMT
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 150

High

450
Unit
10"3/uL

5.e
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 7
Buenos Aires dentifier:
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Header Text: C4591001

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075
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
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34
Test:: Leukocytes
_PX7
Result:: 6.9
Not Done::
Lab Normal Range Low
: 4
High
10
Unit
10M3/uL
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Header Text: C4591001

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

on Mar/12/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314075

eCRF Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

5.e Sponsor I D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Leukocytes PX7
Buenos Aires
5.e Result:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 6.9
Buenos Aires
5.eLNMT
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4

High

10
Unit
10"3/uL

5.f
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 608
Buenos Aires dentifier:
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Test:: Neutrophils
PX608

Result::

Not Done:: NOT DONE

Lab Normal Rang

€
5.f Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 608
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 ||(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Neutrophils_PX608
Buenos Aires
5.f Not Done:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5.9
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | sponsor-Defined | 609
Buenos Aires dentifier:

Test:: Eosinophils

PX609
Result::
Not Done:: NOT DONE
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Lab Normal Rang

e
5.9 Sponsor 1D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | 609
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Eosinophils PX609
Buenos Aires
5.9 Not Done:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5.h
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 612
Buenos Aires dentifier:

Test:: Monocytes

PX612
Result::
Not Done:: NOT DONE

Lab Normal Rang

e
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Lab Normal Range

5.h Sponsor ID:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 612
Buenos Aires
5.h Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Monocytes PX612
Buenos Aires
5.h Not Done:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5.
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 610
Buenos Aires dentifier:

Test:: Basophils P

X610
Result::
Not Done:: NOT DONE

*** Confidential***

Page 213 of 267

FDA-CBER-2021-5683-0880909




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

on Mar/12/2021

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

5.i Sponsor |D:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 610
Buenos Aires
5.i Test:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Basophils PX610
Buenos Aires
5.i Not Done:
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5,
Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined 611
Buenos Aires Identifier:

Test:: Lymphocytes

_PX611
Result::
Not Done:: NOT DONE

Lab Normal Ran
ge
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Header Text: C4591001

on Mar/12/2021

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

5.j Sponsor |D:

Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 611

Buenos Aires

5. Test:

Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Lymphocytes PX611

Buenos Aires

5.j Not Done:

Date L ocation User Value Reason
Mar-17-2021 10:48:27 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - Audit Trail

on Mar/12/2021

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Mar-17-2021 10:50:48 ACVOPFEINFPE000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Mar/12/2021

Form Version: 06-Jul-2020 21:53

Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Mar-17-2021 10:50:48 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/10/2021
Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Mar-17-2021 10:50:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires If other, specify:

pancreatic hepato biliary
3. Type of Imaging Exam:
Date L ocation User Value Reason
Mar-17-2021 10:50:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ULTRASOUND
Buenos Aires
4, Assessment:
Date L ocation User Value Reason
Mar-17-2021 10:50:48 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INDETERMINATE
Buenos Aires
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Header Text: C4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials; ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-21-2020 11:20:38 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Oct/21/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-21-2020 11:20:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date L ocation User Value Reason
Oct-21-2020 11:20:38 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT - Form: DATE OF VISIT - eCRF Audit Trail History

Unscheduled

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Feb-07-2021 21:13:09 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Feb/6/2021
Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Consent Was:

Date L ocation User Value Reason
Feb-07-2021 21:13:19 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, OBTAINED
Buenos Aires (b) Date Written Consent Obtained
(6)
Feb/6/2021
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Header Text: C4591001

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

Unschedul ed eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-07-2021 21:13:31 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-07-2021 21:13:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Feb-08-2021 13:22:33 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Feb-08-2021 09:01:13 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1. Opened '‘Sample Collected?
(UTC-03:00) City of is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Feb-07-2021 21:13:31 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Feb-07-2021 21:13:31 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:
Feb/6/2021
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Header Text: C4591001

Visit: V201_SURVEIL_CONSENT -

Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5a
Date L ocation User Value Reason
Feb-08-2021 13:22:33 ACVOPFEINFPE000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample | D: BS440L
Buenos Aires Cabrd

(b) (4)
5.a Sample D
Date L ocation User Value Reason
Feb-08-2021 13:22:33 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato BS440L
Buenos Aires Cabrd

(b) (4)
5b
Date L ocation User Value Reason
Feb-08-2021 17:57:56 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample | D: BS4406
Buenos Aires Cabrd

(b) (4)
5.b Sample 1D
Date L ocation User Value Reason
Feb-08-2021 17:57:56 ACVOPFEINFP6000 |Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato B$4406
Buenos Aires Cabrd

(b) (4)
5.c
Date L ocation User Value Reason
Feb-09-2021 09:33:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Sample |D: BPFTHBT
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5.c Sample D

Date L ocation User Value Reason
Feb-09-2021 09:33:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Data Entry: Initial Entry
(UTC-03:00) City of BPTHBT

Buenos Aires
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Header Text: C4591001
Visit: V201 SURVEIL_CONSENT -

Unscheduled

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-07-2021 21:13:42 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Feb-07-2021 21:13:42 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-08-2021 12:34:01 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Feb-08-2021 09:01:13 ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1. Opened '‘Sample Collected?

(UTC-03:00) City of is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Feb-07-2021 21:13:42 ACVOPFEINFP6000 |auto query | Query 1: Candidate 'Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Feb-07-2021 21:13:42 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires

Feb/6/2021

Date of Collection:
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

5a

Date L ocation User Value Reason
Feb-08-2021 12:34:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPWDD9

Buenos Aires

5.aSample D

Date L ocation User Value Reason
Feb-08-2021 12:34:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPWDD9

Buenos Aires
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE -

Visit on Feb/16/2021

Form Version: 14-Jan-2021 02:22

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-16-2021 19:24:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/16/2021

Buenos Aires

3. COVID-19 Surveillance Visit:

Date L ocation User Value Reason
Feb-16-2021 19:24:43 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SSWAB_WEEK2

Buenos Aires
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -
eCRF Audit Trail History

Visit on Feb/16/2021

Form Version: 10-Oct-2020 15:57

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin
Date L ocation User Value Reason
Feb-16-2021 19:24:55 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date Location User Value Reason
Feb-16-2021 19:24:55 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-16-2021 19:26:17 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-16-2021 19:24:55 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Feb-16-2021 19:24:55 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Feb/16/2021
5.a
Date L ocation User Value Reason
Feb-16-2021 19:26:17 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BRIN5L
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Header Text: C4591001
Visit: V202_SURVEIL_SWAB 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -

Visit on Feb/16/2021 eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires (b) (4), (b) (6)

5.aSample|D

Date L ocation User Value Reason

Feb-16-2021 19:26:17 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry

(UTC-03:00) City of 4, BRIN5L

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE -

Visit on Mar/03/2021

Form Version: 14-Jan-2021 02:22

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-05-2021 11:22:23 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Mar/3/2021

Buenos Aires (b) (6)

3. COVID-19 Surveillance Visit:

Date L ocation User Value Reason
Mar-05-2021 11:22:23 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (@), SSWAB_WEEK4

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -
eCRF Audit Trail History

Visit on Mar/03/2021

Form Version: 10-Oct-2020 15:57

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-05-2021 11:22:39 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-05-2021 11:22:39 | ACVOPFEINFPG6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASAL_SWAB
Buenos Aires (b) (6)
3. Sample Collected?
Date L ocation User Value Reason
Mar-05-2021 11:22:52 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-05-2021 11:22:39 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-05-2021 11:22:39 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:
Mar/3/2021
5.a
Date L ocation User Value Reason
Mar-05-2021 11:22:52 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of

(b) (6)

Sample ID: BRMDOH
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -

Visit on Mar/03/2021 eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires (b) (4), (b) (6)

5.aSample|D

Date L ocation User Value Reason

Mar-05-2021 11:22:52 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), BRMDOH

Buenos Aires (b) (6)

Page 231 of 267

*** Confidential***
FDA-CBER-2021-5683-0880927



090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE -
Visit on Mar/22/2021

Form Version:
Site No: 1231

14-Jan-2021 02:22

Subject No: 12314075

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value |Reason

Mar-29-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Site confirmed:

09:16:49 1: Clos | Both visits were

(UTC-03:00) ed performed on the

City of same date, which is

Buenos Aires aperfectly allowed
procedure. Thank
you.

Mar-26-2021 | ACVOPFEINFP6000 Santiago Corradetti Query |Both visitswere

19:50:30 (b) (4) 1: Ans | performed on the

(UTC-03:00) wered | same date, whichis

City of aperfectly allowed

Buenos Aires procedure. Thank
you.

Mar-26-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW7879084;The

04:37:07 (b) (4) 1: Ope | Date of Visit at

(UTC-03:00) ned Visit at Visit

City of ‘COVID-19

Buenos Aires Surveillance Visit
SSWAB_WEEK®6'
isthe same asthe
other Date of Visit
at Visit
‘VAMTHE'. Please
review for
duplication and
update as
appropriate.

Mar-22-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Data | Initia Entry

17:49:54 Entry:

(UTC-03:00) Mar/2

City of 2/2021

Buenos Aires

3. COVID-19 Surveillance Visit:
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: DATE OF VISIT - ASYMPTOMATIC SURVEILLANCE -

Visit on Mar/22/2021 eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Date L ocation User Value Reason

Mar-22-2021 17:49:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), SSWAB_WEEK®6

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -
eCRF Audit Trail History

Visit on Mar/22/2021

Form Version: 10-Oct-2020 15:57

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-22-2021 17:50:09 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-22-2021 17:50:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASAL_SWAB
Buenos Aires (b) (6)
3. Sample Collected?
Date L ocation User Value Reason
Mar-22-2021 17:50:24 | ACVOPFEINFPB000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-22-2021 17:50:09 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-22-2021 17:50:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:
Mar/22/2021
5.a
Date L ocation User Value Reason
Mar-22-2021 17:50:24 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (6) (6) Sample 1D: BPSS7Y
Page 234 of 267

*** Confidential***
FDA-CBER-2021-5683-0880930




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: V202_SURVEIL_SWAB 3 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB -

Visit on Mar/22/2021 eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires (b) (4), (b) (6)

5.aSample|D

Date L ocation User Value Reason

Mar-22-2021 17:50:24 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), BP887Y

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-04-2021 10:31:17 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Mar/4/2021

Buenos Aires (b) (4)
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Header Text: C4591001

Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Unscheduled Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

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

Date L ocation User Value Reason

Mar-04-2021 10:31:45 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-04-2021 10:31:28 | ACVOPFEINFP6000 | auto query Query 1: Candidate The response

(UTC-03:00) City of (autoquery) indicates participant

Buenos Aires was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Mar-04-2021 10:31:28 | ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Participant iswilling to return f
Buenos Aires (b) (4) or Vaccination 3
Participant is:

eligibleand NOT confirmed
to have received only placeb
o0 at Vaccination 1/2
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires

Page 238 of 267

*** Confidential***
FDA-CBER-2021-5683-0880934




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFP6000 |(b) (4), Form Created

(UTC-03:00) City of (b) (6)

Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Date L ocation User Value Reason
Mar-12-2021 11:55:25 ACVOPFEINFPE000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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SiteNo: 1231

Generated By: (b) (4)

Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Subject No: 12314075

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

Buenos Aires

1. Category:

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOCTURNE POLLAKIURIA

Buenos Aires

4, Start Date Time:

Date Location User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/28/2020 09:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Nov-03-2020 17:32:31 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires

Nov-03-2020 17:25:59 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Nov-03-2020 17:25:59 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:
Oct/28/2020 17:00
Nov-03-2020 11:25:42 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: Please
(UTC-03:00) City of (b) (6) confirmif AE
Buenos Aires ‘Nocturne
Pollakiuri' is still
ONGOING. If AE
has RESOLVED,
please update AE
record and enter
END date.
Oct-30-2020 11:17:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of YES
Buenos Aires
Sep-23-2020 12:11:13 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of NO
Buenos Aires End Date Time;
Sep/22/2020 20:00
Sep-17-2020 13:28:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2

Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).
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Header Text: C4591001

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires

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

OTHER
If Other, specify:

unknown

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

8. I'sthis adverse event the result of a study Medication Error?

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

Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Sep-25-2020 13:21:40 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Sep-23-2020 12:14:56 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of NOT RELATED

Sep-23-2020 12:13:06
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), this event is due to:
OTHER
If Other, specify:

Symptoms due to itsund
erlying disc pathology.

New Information
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Sep-23-2020 12:08:23 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Answered no diagnosis yet
(UTC-03:00) City of
Buenos Aires
Sep-21-2020 16:15:26 | ACVOPFEINFP6000 |(b) (4), Query 1. Opened ClinQuery: If the
(UTC-03:00) City of (b) (6) subject has an
Buenos Aires infection (urinary
infection and/or
urethritis), please
confirm if thereisa
urinary infection
and/or urethritis
and update the AE
record accordingly.
Sep-17-2020 13:28:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treat
ment(s), this event is due to:
OTHER
If Other, specify:
could be associated with
infection (urinary infecti
on and / or urethritis)
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
12. Was a Non-Drug Treatment given?
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Date L ocation User Value Reason

Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

Date L ocation User Value Reason

Nov-03-2020 17:26:24 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-03-2020 17:26:24 | ACVOPFEINFPE000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Nov-03-2020 17:25:59 | ACVOPFEINFP6000 | auto query Query 3: Opened For AE NOCTURNE

(UTC-03:00) City of (autoquery) POLLAKIURIA:

Buenos Aires Response to "What
was the outcome of
this adverse event?' is
‘Not Recovered/Not
Resolved' but AE End
Date/Timeis present.

Oct-30-2020 11:45:22 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-30-2020 11:45:22 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NOT RECOVERED/NOT RE

Buenos Aires SOLVED

Oct-30-2020 11:17:17 | ACVOPFEINFP6000 | auto query Query 2: Opened For AE NOCTURNE

(UTC-03:00) City of (autoquery) POLLAKIURIA:

Buenos Aires Response to "What
was the outcome of
this adverse event?' is
3 but End Date/Timeis
missing.

Sep-23-2020 12:12:01 | ACVOPFEINFP6E000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Sep-23-2020 12:12:01 | ACVOPFEINFP6000 | (b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Sep-23-2020 12:11:13 | ACVOPFEINFPE000 | auto query Query 1. Opened For AE NOCTURNE

(UTC-03:00) City of (autoquery) POLLAKIURIA:

Buenos Aires Response to "What
was the outcome of
this adverse event?' is
'‘Recovering/Resolving'
but AE End Date/Time
is present.

Sep-17-2020 13:28:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVIN

Buenos Aires G

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

Date L ocation User Value Reason

Sep-17-2020 13:28:18 ACVOPFEINFPE000 |(b) (4), DataEntry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12314075
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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Category:
Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT
Buenos Aires
2. AE ID:
Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFPE000 |autocac |DataEntry: Initia Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Oct-03-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query 1: | Response
06:33:02 Closed satisfies query
(UTC-03:00)
City of
Buenos Aires
Oct-02-2020 | ACVOPFEINFP6000 auto query Query 1. [ New
14:40:27 (autoquery) Answere | Information
(UTC-03:00) d
City of
Buenos Aires
Oct-02-2020 | ACVOPFEINFP6000 Martina Davalli DataEn | New
14:40:27 (b) (4) try: Information
(UTC-03:00) LOW B
City of ACK PA
Buenos Aires IN WOR

SENING
Sep-24-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1. [ The AELOW
14:49:08 (b) (4) Opened | BACK PAIN
(UTC-03:00) was reported
City of but isalso
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075

Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Buenos Aires listedin
Medical
History. Please
clarify if thisis
aworsening of
the baseline
condition, and
if so, please
consider
adding
"worsening" to
the AE term.
AE as baseline
conditions
should only be
reported as
AEsif they
worsen.
(b) (4)

Sep-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) DataEn | Initial Entry

13:38:49 try:

(UTC-03:00) LOW B

City of ACK PA

Buenos Aires IN

4, Start Date Time:

Date Location User Value Reason

Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Aug/30/2020 09:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date Location User Value Reason

Sep-23-2020 16:54:04 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Sep-23-2020 12:17:51 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Page 248 of 267

*** Confidential***
FDA-CBER-2021-5683-0880944




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12314075 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Sep-23-2020 12:17:51 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of NO
Buenos Aires End Date Time:

Sep/22/2020 20:00

Sep-21-2020 16:18:16 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened ClinQuery: AE
(UTC-03:00) City of (b) (6) start date 28 Aug
Buenos Aires 2020. Please

confirmif AEis
still ongoing. If not
ongoing, please

update AE record
and enter END
date.
Sep-17-2020 13:38:49 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

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

Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Oct-05-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query 1 Response
04:54:51 Closed satisfies
(UTC-03:00) query
City of
Buenos Aires
Oct-03-2020 | ACVOPFEINFP6000 auto query Query 1: Transcription
12:01:09 (autoquery) Answered | Error
(UTC-03:00)
City of
Buenos Aires
Oct-03-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data Entr | Transcription
12:01:09 \' Error
(UTC-03:00) NOT REL
City of ATED
Buenos Aires If Not R
elated to
study tre
atment(s
), thisev
entisdu
eto:
OTHE
R
If Oth
er, sp
ecify:
und
erlyi
ngd
iscp
atho
logy
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Sep-24-2020
07:09:01
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1:
Reissued:
Opened

DM1: The
responseis
"Symptoms
duetoits
underlying
disc
pathology".
However
there are no
Med history
recorded as
such. Please
review and
clarify.

Sep-23-2020
12:19:12
(UTC-03:00)
City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entr

y:

NOT REL

ATED
If Not R
elated to
study tre
ament(s
), thisev
entisdu
eto:

OTHE
R

If Oth
e, sp
ecify:

Sym
pto

ms

due
toit
sun
derl

ying
disc
path
olog

New
Information
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

y.
Sep-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Symptoms
12:18:48 Answered |duetoits
(UTC-03:00) underlying
City of disc
Buenos Aires pathol ogy.
Sep-20-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: DM1: Thank
04:00:19 Reissued: | you for the
(UTC-03:00) Opened response.
City of However, If
Buenos Aires Other, specify
isrecorded as
'low back
panin
medical
history' but
Medical
History is
marked as
Not
Applicable.
Pease
confirm and
update as
appropriate.
Else clarify.
Sep-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1: | Original
11:50:31 Answered |valueis
(UTC-03:00) correct
City of
Buenos Aires
Sep-18-2020 | ACVOPFEINFPE000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: Please review
16:22:10 (b) (4) Opened "If not related
(UTC-03:00) to study
City of treatment
Buenos Aires other” field,
The
following text
was indicated
inthe
comment
field [low
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

back painin
medical
history].
Medica
History is
marked Not
Applicable.
Please review
and update as
where
necessary.

(b) (4)

Sep-17-2020 | ACVOPFEINFP6000
13:38:49
(UTC-03:00)
City of
Buenos Aires

(b) (4), (b) (6) Data Entr | Initial Entry

A

NOT REL

ATED
If Not R
elated to
study tre
ament(s
), thisev
entisdu
eto:

OTHE
R

If Oth
e, sp
ecify:

low
back
pain
inm
edic
al hi
stor

10. Latest Action Taken with Study Treatment:

Date L ocation

User Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NOT APPLICABLE

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

Date L ocation User Value Reason

Sep-23-2020 12:17:51 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-23-2020 12:17:29 ACVOPFEINFP6000 | auto query Query 1: Opened For AE LOW

(UTC-03:00) City of (autoquery) BACK PAIN:

Buenos Aires Response to "What
was the outcome of
this adverse event?'
is3 but End
Date/Timeis
missing.

Sep-23-2020 12:17:29 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED

Buenos Aires

Sep-17-2020 13:38:49 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING

Buenos Aires

14. Did the adverse event cause the subject to be discontinued from the study?
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Header Text: C4591001
Visit: Logs - Unscheduled

SiteNo: 1231

Subject No: 12314075
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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Date L ocation User Value Reason
Sep-17-2020 13:38:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires
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Visit: Logs - Unscheduled
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Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Back to Form

1. Category:

Date L ocation User Value Reason

Mar-12-2021 11:55:25 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason

Mar-12-2021 11:55:25 ACVOPFEINFP6000 |autocac |DataEntry: Initia Entry

(UTC-03:00) City of (autocalc) |3

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Mar-19-2021 12:33:34 | ACVOPFEINFPGE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Mar-18-2021 11:32:00 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered OnFU on 16MAR

(UTC-03:00) City of (6) was sent these

Buenos Aires information: " Per
request, | update
SAEtermto
cholestatic
syndrome secondary
to lithiasis(updated
in bullet 10)". Thank
you.

Mar-17-2021 13:04:18 | ACVOPFEINFP6000 |(b) (4), Query 1. Opened Clinical - SAE term

(UTC-03:00) City of (b) (6) is'Cholestatic

Buenos Aires Syndrome', without
'secondary to
lithiasis. AE report
has lithiasis noted in
Relationship as
'Other' cause. Please
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

harmonize the AE
and SAE event term;
updating where
required

Mar-16-2021 17:06:55
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:

Cholestatic syndrome seconda

New Information

Buenos Aires ry tolithiasis

Mar-12-2021 11:55:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Cholestatic syndrome

Buenos Aires

4. Start Date Time:

Date L ocation User Value Reason

Mar-12-2021 11:55:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Mar/5/2021 09:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason

Mar-19-2021 12:33:24 | ACVOPFEINFPGE000 |(b) (4), Query 2: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Mar-18-2021 10:39:17 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered The end date was

(UTC-03:00) City of (6) sent in FU on

Buenos Aires 15MAR. Thank
you.

Mar-17-2021 13:10:25 | ACVOPFEINFPGE000 |(b) (4), Query 2: Opened Clinical - please

(UTC-03:00) City of (b) (6) confirm End date

Buenos Aires submitted; not
visible on 16Mar21
update. | will
confirm if it was
received but not yet
updated; thanks.

Mar-17-2021 10:33:45 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Query closed; will

(UTC-03:00) City of (b) (6) follow for

Buenos Aires requested End Date
information.
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

Mar-16-2021 17:08:13

ACVOPFEINFP6000

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

Query 1: Answered

the end date was

(UTC-03:00) City of uploaded and sent

Buenos Aires FU yesterday
03/15/21

Mar-16-2021 15:08:06 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened Clinical - End date

(UTC-03:00) City of (b) (6) is NONE; however,

Buenos Aires SAE report states
lithiasis passed; no
meds; no further
control needed.
Please review for
End date, and
updateit AE and
SAE if appropriate

Mar-15-2021 17:24:15 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-15-2021 17:24:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of NO

Buenos Aires End Date Time;

Mar/10/2021 12:00

Mar-15-2021 10:45:16 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clinica - End date

(UTC-03:00) City of (b) (6) is NONE; however,

Buenos Aires SAE report states
lithiasis passed; no
meds; no further
control needed.
Please review for
End date, and
updateit AE and
SAE if appropriate

Mar-12-2021 11:55:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) | DataEntry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires

6. Toxicity Grade:

Date L ocation User Value Reason

Mar-12-2021 11:55:25 | AcvoPFEINFPe0o0 | (P) ((‘é))' (B) | pataEntry: 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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

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

2

(UTC-03:00) City of
Buenos Aires

7. | sthe adverse event serious?
If Yes, NOTIFY PFIZER IMMEDIATELY.
Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant

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

Date L ocation User Value Reason
Mar-14-2021 04:56:31 ACVOPFEINFP6000 |auto query | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-12-2021 11:55:25 ACVOPFEINFP6000 |autoquery |Query 1: Candidate For AE Cholestatic

(UTC-03:00) City of (autoquery) syndrome;

Buenos Aires Response to "Isthe
adverse event
serious?' is'Yes
but " Serious
Adverse Event

Number" is blank.

Mar-12-2021 11:55:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabilit
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:34

ylincapacity?
NO

Isthis serious event life threate
ning?

NO

Other medically important serio
us event

YES

8. I sthis adverse event theresult of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Mar-12-2021 11:55:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Mar-16-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Response

09:37:36

Closed satisfies query

(UTC-03:00)

City of

Buenos Aires

Mar-15-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. |[Itisclarified

17:24:56 Answere | that the

(UTC-03:00) d volunteer

City of deniesa

Buenos Aires previous
history of
lithiasis.

Mar-15-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | Pleasereview

04:31:48 (b) (4) Opened | "If not related

(UTC-03:00) to study

City of treatment

Buenos Aires other" field, the
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

following text
was indicated
in the comment
field [lithiasig).
Please confirm
if thisevent
was present
prior to study, if
yes please
confirm if MH
should be
updated.
(b) (4)
Mar-12-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn | Initial Entry
11:55:25 try:
(UTC-03:00) NOT RE
City of LATED
Buenos Aires If Not
Related
to stud
y treat
ment(s)
, thise
ventis
dueto:
OTH
ER
If Ot
her,
spec
ify:
lit
hia
Sis
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Mar-12-2021 11:55:25 | ACVOPFEINFPeooo | (P) ((‘2)' (0) | pata Entry: Initial Entry
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

(UTC-03:00) City of (b) ((‘é)) (b) NOT APPLICABLE

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Mar-12-2021 11:55:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Mar-12-2021 11:55:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

Date L ocation User Value Reason

Mar-19-2021 ACVOPFEINFPE000 |(b) (4), Query 1: Closed SDB updated

05:40:41 (b) (6)

(UTC-03:00) City

of Buenos Aires

Mar-16-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Ca | Pending SDB update
16:03:58 (b) (6) ndidate

(UTC-03:00) City

of Buenos Aires

Mar-16-2021 ACVOPFEINFPE000 |(b) (4), (b) |Query 1: Answered FU was sent on 15SMAR with this
10:49:11 (6) information.

(UTC-03:00) City

of Buenos Aires

Mar-16-2021 ACVOPFEINFP6000 |(b) (4), Query 1: Opened SAE

06:52:46 (b) (6) RECON:AER#2021273286,0utcome
(UTC-03:00) City was updated to

of Buenos Aires

RECOVERED/RESOLVED on AE
CRF while reported as
Recovering/Resolving in Safety
database. Please confirm correct
outcome. If safety updateis
required, please submit afollow-up

Page 262 of 267

*** Confidential***
FDA-CBER-2021-5683-0880958




090177e196ae2fOf\Final\Final On: 01-Apr-2021 03:32 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

form
Mar-15-2021 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
17:23:47 (b) (6) RECOVERED/RESO
(UTC-03:00) City LVED
of Buenos Aires
Mar-12-2021 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
11:55:25 (b) (6) RECOVERING/RES

(UTC-03:00) City
of Buenos Aires

OLVING

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

Date L ocation User Value Reason
Mar-12-2021 11:55:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason
Mar-14-2021 04:56:31 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2021273286

Buenos Aires
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: TREATMENT UNBLINDED - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-04-2021 10:31:45 | ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Mar/4/2021

Buenos Aires (b) (4)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Mar-04-2021 10:31:45 | ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli ASSESSELIGIBILITY FOR A
Buenos Aires (b) (4) DDITIONAL VACCINATION
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Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314075
Generated By: (b) (4)

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

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials; ---
Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Subject Status

Date L ocation User Value Reason

Oct-21-2020 11:20:38 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-26-2020 12:02:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-26-2020 12:01:57 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SCREENED

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason

Mar-18-2021 04:25:36 | ACVOPFEINFP6000 | (b) Query 1: Closed Response satisfies

(UTC-03:00) City of @), query

Buenos Aires (b) (6)

Mar-17-2021 15:53:50 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered In the 1I0OMAR

(UTC-03:00) City of (b) (6) phone cal, it was

Buenos Aires found that the alarm
for covid symptoms
was activated when
the symptoms had
aready ended.
Thanks

Mar-17-2021 03:57:46
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

RQ1: Thank you for
response. However
the symptoms end
date on Covid
illnessformis
09MAR2021 which
does not capture the
IlIness ediary entry
of 1I0MAR2021.
Please review and
update, else clarify.
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Header Text: C4591001

Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314075
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:34

Mar-16-2021 11:13:07 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered A covid A was

(UTC-03:00) City of (b) (6) loaded. Subject

Buenos Aires visited on
12MAR2021.
Thanks

Mar-15-2021 10:53:10 | ACVOPFEINFP6000 |(b) Query 1: Opened IlIness eDiary:

(UTC-03:00) City of @), Subject reported

Buenos Aires (b) "Yes' for the

(6) guestion "Have you

experienced any of
the following?’ for
the COVID-19
symptoms or
diagnosison
10MAR2021. But
thereisno COVID
IlIness visit reported
in the database.
Please clarify

Oct-21-2020 11:20:38 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) Oct/21/2020

Buenos Aires

Aug-26-2020 12:02:52 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) Aug/26/2020

Buenos Aires

Aug-26-2020 12:01:57 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) Aug/26/2020

Buenos Aires
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314075 Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-29-2020 13:41:54 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Click Here to Enable

Buenos Aires (b) (6)
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