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Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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?
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Header Text: C4591001

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

Subject No: 12314414
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/27/2020
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Header Text: C4591001

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

Subject No: 12314414
Generated By: (b) (4)

Form: DEMOGRAPHY

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***

Demography
1. | Subject ID [12314414]
2. | Birth Date: (b) (6) /1956
3. | Sex: MALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that apply): WHITE
6. | Racial Designation:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314414
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. | Dateof Visit Aug/27/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria M et

2. Description of Exclusion Not Applicable

Criterion Met
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

1. | Date of Aug/27/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [1
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

eCRF Audit Trail History

Medical History Details

1a|| | ine/MH Number: [1]
Disease/Syndrome/Surgery [Arteria hypertension]
/Non-Drug Allergies/Drug
Allergies:.

Start Date: Aug/19/1992
Ongoing: YES

1b 1| Ling/MH Number: 2]
Disease/Syndrome/Surgery [Type 2 diabetes]
/Non-Drug Allergies/Drug
Allergies:.

Start Date: Aug/31/2015
Ongoing: YES
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12314414
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/27/2020
2. | Weight: [83.0]
3. | Unit: kg
4. | Height: [180.0]
5. [ Unit: cm
6. | Body Mass Index: [25.6]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [36.8]
Unit: Cc
Temperature Location: ORAL CAVITY
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314414
Generated By: (b) (4)

Form: RANDOMIZATION

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***

Disposition
1. | Randomization Date : Aug/27/2020
2. | Randomization Number: [242667]
3. | Randomization Group: [1
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12314414
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/27/2020
4. |If no sample was collected or []
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPTGJR]
5b| sample 1D [BPTGJS]
5 || sample 1D [BPTGJT]
5d || sample ID [BLBJTB]
5€|| sample D [BLBJTC]
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12314414
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/27/2020
4, | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BPTF74]
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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/27/2020 11:20

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

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

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

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

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

Reactogenicity Diary

*** Confidential***

1. | Select appropriate response - NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
Reactogenicity diary collection SUBJECT
Page 13 of 277
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314414
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. | Dateof Visit Sep/17/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12314414
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. || Record Identifier: 1
Temperature: [36.7]
Unit: C
Temperature Location: ORAL CAVITY
Page 15 of 277
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12314414
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 [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BPWB6B]
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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 17:18

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

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

11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314414
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. | Dateof Visit Oct/21/2020
2. | Erroneous Visit
Page 18 of 277
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Header Text: C4591001

Visit: V3 MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314414
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:
Oct/21/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BIBMLSE]
5b| sample 1D [BPTHNR]
5.c
Sample ID [BIEMKF]
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314414
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 Nov/17/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 20 of 277
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12314414
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

Signs and Symptoms

1. | Date of Assessment: Nov/17/2020
2. | Date of First Symptom Started: Nov/12/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Nov/17/2020
Symptoms
4.a|| symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? YES
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h1| symptoms: DIARRHEA
Was symptom present? NO
Page 21 of 277
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 10-Oct-2020 16:02
SiteNo: 1231

Subject No: 12314414
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

41 || symptoms: VOMITING
Was symptom present? YES
Symptoms - Other
5a|| symptoms - Other Text: [headache]
Page 22 of 277
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Header Text: C4591001
Visit; POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN
Form Version: 06-Jul-2020 21:54
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Date of . Specimen Coll -
4 Collectio Specimen T ection L ocatio Assay Code and Descripti Device Type Form Insta
ype on nce
n n
1. Nov/12/2 | SWABBED | NASOPHARY | SEVERE ACUTERESPS |SARS-COV-2 DI Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TES Pages
us?2 T
2. Nov/13/2 | SWABBED | NASOPHARY | SEVERE ACUTERESPS |SARS-COV-2 DI Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TES Pages
us?2 T
3. DELETED | Nov/13/2 | SWABBED | NASOPHARY |[SEVERE ACUTERESPS |SARS-COV-2DI Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTICTES Pages
us2 T
4, Nov/17/2 | SWABBED | NASOPHARY | SEVERE ACUTERESPS |SARS-COV-2 DI Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTICTES Pages
us?2 T
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Nov/17/2020
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12314414
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
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection:

Nov/12/2020

Comments/Findings/Details:

[]

Trade Name Other, Specify:

[NALT unknown]

2. | Specimen Type: SWABBED MATERIAL

3. | Specimen Collection Location: NASOPHARY NX

4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. | Trade Name: OTHER

7. | Test Result: NEGATIVE

8.

9.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/17/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12314414
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
eCRF Audit Trail History

Form Audit Trail

Micr obiology Specimen

Comments/Findingsy/Detalils:

(]

Trade Name Other, Specify:

[NALT unknown]

1. | Actua Date of Collection: Nov/13/2020

2. | Specimen Type: SWABBED MATERIAL

3. | Specimen Collection Location: NASOPHARY NX

4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. | Trade Name: OTHER

7. | Test Result: NEGATIVE

8

9

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/17/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection: Nov/13/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
4. | Assay Code and Description: SEMERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OFHER
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [NALTFunknown (13 NOV 2020)]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/17/2020

Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12314414
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
eCRF Audit Trail History

Form Audit Trail

Micr obiology Specimen

*** Confidential***

1. | Actua Date of Collection: Nov/17/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findings/Details: [
9. | Trade Name Other, Specify: [1
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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 team physician]

Aliquot

Please enter barcode for each aliquot.

= Sample ID

[]

Page 28 of 277
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Nov/17/2020

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

Subject No: 12314414
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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Nov/17/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPWSS5]
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Header Text: C4591001

Visit; POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Nov/17/2020

Form Version: 10-Oct-2020 15:59
SiteNo: 1231

Subject No: 12314414
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

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts. | NO

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

YES
Number of Visits or Contacts:

(1]

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

Page 30 of 277
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12314414
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

*** Confidential***

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. |[HOSPITALIZATION STATUS |HOSPITAL Nov/12/2020 NO Repeating Pages
Discharge Date:
Nov/16/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS

on Nov/17/2020
Form Version: 22-Apr-2020 2102
Site No: 1231

Subject No: 12314414
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
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Nov/12/2020

4. | Ongoing? NO
Discharge Date:
Nov/16/2020
Page 32 of 277
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

Subject Initials: ---

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

*** Confidential***

Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Treatmen | Start Dat
# Form Instance
r ed t t e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Nov/17/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12314414
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

Respiratory Treatment

1. | What isthe treatment |dentifier?

[]

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

Treatment:

Treatment:

(]

Start Date:

1

ol M| W

Ongoing?

Page 34 of 277

*** Confidential***
FDA-CBER-2021-5683-0883667




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

on Nov/17/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

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

I1Iness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES
Respiratory Iliness Diagnosis:
[acute community pneumonia)

Date of Diagnosis:
Nov/16/2020

3. | Toxicity Grade:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12314414
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

4 Category of C.:Ilnlcal Event | Subcategory oI Clinical Even Dmgnongbtame Toxmtg Grad Form Instance
1 Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/17/2020
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: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Back to Form
IlIness Details
1. | Category of Clinical Event:
2. | Subcategory of Clinical Event:
3. | Was adiagnosis obtained?
4, | Toxicity Grade:
Page 37 of 277
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Header Text: C4591001
Visit: POT_COVID_ILL

1

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich
Subject Initials: ---

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

Collecti | Specim
Category fo Form Insta
# ¢ Lab Test Vendor Name on I?ate en ‘el'yp Lab Result nce
1. | CLINICAL | Sanatorio Otamendi. Addre | Nov/12/ | BLOO Sponsor-De Repeating
CHEMISTR | ss: azcuenaga 870 Capital F | 2020 D fined | denti Test: Res Pages
Y ederal fier ult:
329 C Reactive Prot | 32.
ein_PX329 3
30 Alanine Aminot | 17
ransferase PX3
0
28 Aspartate Amin | 18
otransferase P
X28
35 Alkaline Phosp |78
hatase PX35
21 Bilirubin_PX21 |1.1
8
47 Blood Urea Nitr | 29
ogen_PX47
48 Creatinine_PX4 (0.7
8 9
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Header Text: C4591001

on Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

Site Name: (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

*** Confidential***

1. | Lab Panedl: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Sanatorio Otamendi. Address: azcuenaga 870 Capital Federal]
3. | Collection Date: Nov/12/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [32.3]
Not Done:
LNMT Low
(0]
High
(5]
Unit
mg/L
5b || sponsor 1D: [30]
Test: Alanine Aminotransferase PX30
Result: [17]
Not Done:
LNMT Low
[15]
High
[49]
Unit
uU/L
Page 39 of 277
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

5 || sponsor 1D: [28]
Test: Aspartate Aminotransferase_PX28
Result: [18]
Not Done:
LNMT Low
(5]
High
[40]
Unit
u/L
5d Sponsor |D: [35]
Test: Alkaline Phosphatase PX35
Result: [78]
Not Done:
LNMT Low
[38]
High
[126]
Unit
uU/L
5:€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [1.18]
Not Done:
LNMT Low
[0.20]
High
[1.20]
Unit
mg/dL
Page 40 of 277
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Nov/17/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
S5f Sponsor 1D: [47]
Test: Blood Urea Nitrogen_PX47
Result: [29]
Not Done:
LNMT Low
[14]
High
[45]
Unit
mg/dL
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [0.79]
Not Done:
LNMT Low
[0.60]
High
[1.25]
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Category f Collecti | Specim Form Instan
# or Lab Test Vendor Name (DERIVED) on Date: | en Type Lab Result ce
1. | HEMATOL | Sanatorio Otamendi. Address: | Nov/12/ | BLOOD Sponsor-Defi Repeating

OGY azcuenaga 870 Capital Federa | 2020 ned | dentifie Test: Res Pages

| ) ’ ult:

1 Hemoglobi |13.1
n PX1

2 Hematocrit | 37.2
_PX2

3 Erythrocyt |4.44
es PX3

5 Platelets P | 289
X5

7 Leukocytes ([ ]
_PX7

608 Neutrophil |6.79
s PX608 |8

609 Eosinophil |0.35
s PX609

612 Monocytes | 0.96
_PX612 |8

610 Basophils_ | 0.11
PX610 3

611 Lymphocyt | 1.95
es PX611 |7
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Header Text: C4591001

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Not 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

*** Confidential***

1. | Lab Panedl: HEMATOLOGY
2. | Laboratory Name and Address [Sanatorio Otamendi. Address: azcuenaga 870 Capital Federal]
3. | Callection Date; Nov/12/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [1]
Test: Hemoglobin_PX1
Result: [13.1]
Not Done:
LNMT Low
[12.6]
High
[16.1]
Unit
g/dL
5b Sponsor 1D: [2]
Test: Hematocrit_PX2
Result: [37.2]
Not Done:
LNMT Low
[40]
High
[54]
Unit
%
Page 43 of 277
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

5 || sponsor 1D: [3]
Test: Erythrocytes PX3
Resullt: [4.44]
Not Done:
LNMT Low
[4.25]
High
[5.90]
Unit
10M2/L
5d Sponsor |D: [5]
Test: Platelets PX5
esult:
Resul [289]
Not Done:
LNMT Low
(150]
High
[400]
Unit
10M9/L
5:€ || sponsor ID: (7]
Test: Leukocytes PX7
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
Page 44 of 277
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Nov/17/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
S5f Sponsor 1D: [608]
Test: Neutrophils_PX608
Result: [6.798]
Not Done:
LNMT Low
[1.7]
High
[7.6]
Unit
10M9/L
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [0.35]
Not Done:
LNMT Low
(0]
High
[0.7]
Unit
10M9/L
5h Sponsor 1D: [612]
Test: Monocytes PX612
Result: [0.968]
Not Done:
LNMT Low
(0]
High
[0.900]
Unit
10M9/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/17/2020

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

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Si Sponsor 1D: [610]
Test: Basophils_PX610
Result: [0.113]
Not Done:
LNMT Low
(0]
High
[0.200]
Unit
10M9/L
5] Sponsor 1D: [611]
Test: Lymphocytes PX611
Result: [1.957]
Not Done:
LNMT Low
[0.600]
High
[2.600]
Unit
10M9/L
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Header Text:

Site No: 1231

C4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:50

Subject No: 12314414
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

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

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1. | Nov/17/2020 Record | dentifier: Systolic: Diastolic: Repeating Pages
120 70
Page 47 of 277
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS- COVID
on Nov/17/2020

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Nov/17/2020

Vital Signs Details

2.2 || Record Identifier: 1

Systalic: [120]

Diastalic: [70]

Respiratory Ratein [16]
respirations/minute:

Heart Rate in beats/minute: [77]

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text:

Site No: 1231

C4591001

Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Subject No: 12314414
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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. | Nov/17/2020

Record | dentifier:

Oxygen Saturation

Repeating Pages

95.0

*** Confidential***
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
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
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date: Nov/17/2020
Vital Signs Details
22| Record Identifier: 1
SPO2 Pulse Oximetry % [95.0]
Page 50 of 277
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Header Text: C4591001

Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

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

*** Confidential***

Page 51 of 277

FDA-CBER-2021-5683-0883684




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: OXYGENATION PARAMETERS

on Nov/17/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12314414
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

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases Pa0O2
(mmHg):

3. | FHO2 (Fraction of Inhaled Oxygen):
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Header Text: C4591001
Visit: POT_COVID_ILL 1

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

Subject No: 12314414
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

*** Confidential***

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Nov/17/2020

Form Version: 06-Jul-2020 21:55
SiteNo: 1231

Subject No: 12314414
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:

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).

[]

Start Date:

/)

Ongoing?
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Header Text: C4591001

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: IMAGING

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

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

*** Confidential***

4 Dateof As | Location of | Imaging Overall A ent Form Instan
sessment | Assessment | Method ce
1. [ Nov/12/20 | CHEST CT SCA | ABNORMAL Repeating
20 N If abnormal, specify findings: Pages
findings that could correspond to a canalicular infectious-in
flammatory process with extension to the alveolar space.
2. | Nov/12/20 | HEAD CT SCA | NORMAL Repeating
20 N Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING
on Nov/17/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12314414
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
eCRF Audit Trail History

Form Audit Trail

Imaging

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

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL

If abnormal, specify findings:
[findings that could correspond to a canalicular infectious-inflammatory
process with extension to the alveolar space.]
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Header Text: C4591001

on Nov/17/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

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
eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Imaging
1. | Date of Assessment: Nov/12/2020
2. | Location of Assessment: HEAD
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: NORMAL
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Header Text: C4591001

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

Visit on Dec/21/2020
Form Version: 22-Apr-2020 2104
SiteNo: 1231

Subject No: 12314414
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 Dec/21/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A1l
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Dec/21/2020

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

Subject No: 12314414
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

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/21/2020
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 [BRVNCN]
5b 1| sample D [BRVNCP]
5 || sample 1D [BRVPDD]
5d || sample 1D [BPWSOC]
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314414
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 I

2. | Erroneous Visit
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Unplanned Assessments

1. | Assessments
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT

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

Disposition - Treatment

1. | Dateof Oct/21/2020
Compl etion/Discontinuation/Death
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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials; ---

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

Disposition - Follow-Up

1. | Dateof 1
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: 12314414
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

I

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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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: 12314414
Generated By: (b) (4)

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 [1
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5 || sampleID []

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314414
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 I

2. | Erroneous Visit
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Header Text: C4591001

Site No: 1231

Subject No: 12314414
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
Site No: 1231

Subject No: 12314414
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:

1

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

ClO | N|oal kWD

Unit:

=
©

Timeframe Subject Was Observed

=
[

. | Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Site No: 1231

Subject No: 12314414
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

Site No: 1231

Subject No: 12314414
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: [1
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314414
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

*** Confidential***

Date of Visit
1. | Date of Visit Jan/19/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314414
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

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

Further Vaccination Confirmation

1

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

Participant iswilling to return for Vaccination 3
Participant is.
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314414
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

*** Confidential***

Date of Visit
1. | Date of Visit Jan/29/2021
2. | Erroneous Visit
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

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 - Further Vaccination

1

Consent Was.

OBTAINED

Date Written Consent Obtained
Jan/29/2021
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Header Text: C4591001

Visit: V101 VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not Met

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria M et

2. Description of Exclusion Not Applicable

Criterion Met
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
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

Disposition - Screening for Further Vaccination

1

Date of
Compl etion/Discontinuation/Death

Jan/29/2021

2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314414
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:
Jan/29/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BRYWNJ]
5b| sample 1D [BPWFSS]
5 || sample 1D [BS422N]
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314414
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:
Jan/29/2021
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.
52 || sample ID [BPWFVL]
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Header Text: C4591001
Visit: V101_VAX3

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION

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***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Jan/29/2021 13:04
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V102 VAX4

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

Subject No: 12314414
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. | Dateof Visit Feb/18/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12314414
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:
Feb/18/2021
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.
52 || sample ID [BRMSWM]
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: VACCINATION

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

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/18/2021 11:16
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V103_MONTH1

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

Subject No: 12314414
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

*** Confidential***

Date of Visit
1. | Date of Visit Mar/19/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V103 MONTH1

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

Subject No: 12314414
Generated By: (b) (4)

Form: CONTACT OUTCOME

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

Contact Outcome

1. | Contact Type:

TELEPHONEVISIT

2. | Was contact made? YES
Date of Contact:
Mar/19/2021

3. | Comments: [1
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Header Text: C4591001

Visit: V104 MONTH6

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

Subject No: 12314414
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

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104 MONTH®6

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

Subject No: 12314414
Generated By: (b) (4)

Form: CONTACT OUTCOME

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?

Comments:

[]
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12314414
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

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12314414
Generated By: (b) (4)

Form: CONTACT OUTCOME

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?

Comments:

[]
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT

Unscheduled

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Mar/19/2021
Compl etion/Discontinuation/Death

2. | Phase of Disposition: OPEN LABEL TREATMENT
3. | Status: COMPLETED
4. | Specify Status: [1
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Header Text: C4591001

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

Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
SiteNo: 1231
Argerich
Subject No: 12314414 Subject Initials; ---

Generated By: (b) (4)

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

4 Category AE !dentl Adverse Event Start Date IstheAdversg Event Still | Form Instanc
fier Ongoing e
1. |ADVERSEEV |1 Community-acquired pn | Nov/12/2020 0 | NO Repeating
ENT eumonia 9:00 End Date Time: Pages

Nov/17/2020 10:00
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314414
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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
eCRF Audit Trail History

Form Audit Trail

Adver se Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Community-acquired pneumonia)
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/12/2020 09:00
5. | Isthe adverse event till ongoing? | NO
End Date Time:
Nov/17/2020 10:00
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Isthis serious event life threatening?
NO

Other medically important serious event

NO
8. | 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: 12314414
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[unknown]
10. | Latest Action Taken with Study NOT APPLICABLE
Treatment:
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: [2020478402]
For Pfizer Use Only
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Header Text: C4591001
Visit: Logs
Form Version: 17-Jul-2020 21:54
Site No: 1231

Subject No: 12314414
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

*** Confidential***

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . . Form Instance
ry ror te ngoing Action
1 Repesting
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 17-Jul-2020 21:54
Site No: 1231

Subject No: 12314414
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

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: []

For Pfizer Use Only
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Header Text: C4591001
Visit: Logs
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

*** Confidential***

4 Sponsor-Defined 1d | Category for Med | Concomitant MedicationsP | Nameof Medi | Start D | Form Instanc
entifier ication re-specified cation ate e
1 Repesting
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12314414
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:

Concomitant Medications
Pre-specified:

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).

[]

Date:

/)
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Header Text: C4591001
Visit: Logs

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

Subject No: 12314414
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

*** Confidential***

4 Sponsor-Defined | | Category for Me | Concomitant Medications | Name of Medi | Dose Descri | Form Instanc
dentifier dication Pre-specified cation ption e
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314414
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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 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 name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

5. | Dose: [
6. | Dose Unit:

7. | Dose Freguency:

8. | Route:

9. | Start Date: 1
10. | Ongoing?
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Header Text: C4591001
Visit: Logs
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: RADIATION TREATMENT

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

Argerich
Subject Initials: ---

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

*** Confidential***

Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat
# Form Instance
y r ed t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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? [1

3. | Concomitant Non-drug Treatment

Pre-specified:
4, | Treatment: [1
5. | Start Date: 1
6. | Ongoing?

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001

Visit: Logs

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

Subject No: 12314414
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

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12314414
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
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Header Text: C4591001

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

Subject No: 12314414
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 :

Jan/19/2021

2.

Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314414
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

Page 104 of 277
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Header Text: C4591001

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

Subject No: 12314414
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:

[]

*** Confidential***
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Header Text: C4591001

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

Subject No: 12314414
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
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Signed, 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

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-23-2021 12:45:49 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

By my dated signature below, I, (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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Subject No: 12314414
Generated By: (b) (4)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:29
Site No: 1231

Argerich

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

Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Back to Form

Item

Date

User

Comment

Form

Aug-27-2020 13:35:57 (UTC-03:00) City of
Buenos Aires

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

Not Applicable
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER

VACCINATION - Comments

Argerich

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

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

Back to Form

Item | Date User Comment
Form | Jan-29-2021 14:22:39 (UTC-03:00) City of Martina Davalli | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-23-2021 12:45:49 (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.

MartinaDavalli | N/A Mar-22-2021 11:53:05 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Tatiana Estrada | Approved Mar-19-2021 17:48:09 (UTC-03:00) City of BOOK Signed

Buenos Aires

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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.

Adolfo N/A Mar-18-2021 16:18:11 (UTC-03:00) City of Edit - All
Gonzaez Buenos Aires signatures
invalidated
Affidavit:
N/A
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

TatianaEstrada | Approved Feb-19-2021 18:45:54 (UTC-03:00) City of BOOK Signed

Buenos Aires

Affidavit:
By my dated signature below, |, TatianaEstrada, 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-18-2021 12:14:41 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-01-2021 18:53:16 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, |, (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.

MartinaDavalli | N/A Jan-29-2021 14:21:53 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-21-2021 09:15:36 (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: 12314414
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, 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, |, (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.

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

Buenos Aires

(b) (6) N/A Nov-30-2020 20:16:16 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-25-2020 18:20:02 (UTC-03:00) City of BOOK Signed

, verify that al case report form pages accurately display the results of the

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

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

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

Buenos Aires

(b) (6) N/A Nov-19-2020 08:36:17 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-18-2020 20:27:42 (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, Signed, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Affidavit:
By my dated signature below, |, (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.

MartinaDavalli | N/A Nov-18-2020 19:24:37 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-18-2020 13:03:39 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, |, (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 Nov-18-2020 08:18:44 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-17-2020 11:42:45 (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, Signed, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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.

(b) (6) N/A Nov-16-2020 19:24:46 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 17:29:31 (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.

Tatiana Estrada | N/A Nov-16-2020 13:10:35 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 12:30:59 (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, Signed, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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.

(b) (6) N/A Nov-16-2020 12:26:04 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 12:17:01 (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 Nov-16-2020 12:11:36 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 11:32:11 (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, Signed, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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.

MartinaDavalli | N/A Nov-13-2020 20:01:32 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-26-2020 19:42:18 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, |, (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

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

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: COHORT SELECTION - 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 - Protocol version

Date L ocation User Value Reason
Aug-27-2020 13:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 24 JUL 2020

Buenos Aires

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

Date L ocation User Value Reason
Aug-27-2020 13:35:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) STAGE 3 COHORTS

Buenos Aires
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Header Text: C4591001

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

Subject No: 12314414
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-27-2020 13:35:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained
Aug/27/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: DEMOGRAPHY - 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. Subject ID

Date L ocation User Value Reason
Aug-27-2020 10:02:22 ACVOPFEINFP6000 |autocac |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12314414 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-27-2020 10:02:17 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) /1956

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-27-2020 13:35:37 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-27-2020 13:35:37 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HISPANIC OR LATINO(A) OR O

Buenos Aires F SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-27-2020 13:35:37 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
Site No: 1231

Subject No: 12314414
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

(UTC-03:00) City of
Buenos Aires

(b) (6) Aug/27/2020

Date L ocation User Value Reason
Aug-27-2020 13:35:47 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

Page
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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 Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-27-2020 13:36:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/27/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-27-2020 13:36:31 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status:

Date L ocation User Value Reason
Aug-27-2020 13:36:31 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

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

Subject No: 12314414
Generated By: (b) (4)

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

Back to Form

la
Date L ocation User Value Reason
Aug-27-2020 13:37:45 ACVOPFEINFP6000 |[autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Numbe 1
Buenos Aires r

Medical History Arterial hypert

Term: ension

Start Date: Aug/19/1992

Ongoing: YES
l.aLine/MH Number:
Date L ocation User Value Reason
Aug-27-2020 13:37:45 ACVOPFEINFP6000 |autocalc |DataEntry: 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
Aug-27-2020 13:37:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Arterial hypertension
Buenos Aires
1.a Start Date:
Date L ocation User Value Reason
Aug-27-2020 13:37:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/19/1992
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Aug-27-2020 13:37:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

1b
Date L ocation User Value Reason
Aug-27-2020 13:38:24 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 2
Buenos Aires Medical History Te Type 2 diabe

rm: tes

Start Date: Aug/31/2015

Ongoing: YES
1.bLine/MH Number:
Date L ocation User Value Reason
Aug-27-2020 13:38:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial 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
Aug-27-2020 13:38:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type 2 diabetes
Buenos Aires
1.b Start Date:
Date L ocation User Value Reason
Aug-27-2020 13:38:24 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/31/2015
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Aug-27-2020 13:38:24 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51
SiteNo: 1231

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

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Subject No: 12314414
Generated By: (b) (4)

Argerich

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

Back to Form

1. Date:

Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/27/2020

Buenos Aires

2. Weight:

Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 83.0

Buenos Aires

3. Unit:

Date L ocation User Value Reason
Aug-27-2020 13:38:45 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-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 180.0

Buenos Aires

5. Unit:

Date L ocation User Value Reason
Aug-27-2020 13:38:45 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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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Argerich

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

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

Aug-27-2020 13:38:45 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |25.6
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record | dentifier:: 1
Buenos Aires Temperature: 36.8

Temperature Unit: C

Temperature Loca ORAL CAV

tion:: ITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFPE000 |(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-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.8
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
Aug-27-2020 13:38:45 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Argerich

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

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-27-2020 13:39:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/27/2020

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-27-2020 13:39:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 242667

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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. Data Origin

Date L ocation User Value Reason

Aug-27-2020 13:39:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-27-2020 13:39:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-28-2020 14:33:46 ACVOPFEINFPE000 |autoquery |Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-28-2020 02:23:48 ACVOPFEINFPE000 |(b) (4), Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (b) (6) is Yes, however no

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

Aug-27-2020 13:39:14 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.

Aug-27-2020 13:39:14 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/27/2020
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5.a

Date L ocation User Value Reason
Aug-28-2020 14:33:46 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample ID: BPTGJR

Buenos Aires

5.aSample|D

Date L ocation User Value Reason
Aug-28-2020 14:33:46 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BPTGJR

Buenos Aires

5.b

Date L ocation User Value Reason
Aug-28-2020 14:33:55 | ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BPTGJS

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Aug-28-2020 14:33:55 | ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPTGJS

Buenos Aires

5.c

Date L ocation User Value Reason
Aug-28-2020 14:34:00 | ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BPTGJT

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Aug-28-2020 14:34:00 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPTGJT

Buenos Aires

*** Confidential***

Page 129 of 277

FDA-CBER-2021-5683-0883762




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5.d

Date L ocation User Value Reason
Aug-28-2020 18:47:18 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BLBJTB

Buenos Aires

5.d Sample|D

Date L ocation User Value Reason
Aug-28-2020 18:47:18 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BLBJTB

Buenos Aires

5e

Date L ocation User Value Reason
Aug-28-2020 18:47:22 | ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample|D: BLBJTC

Buenos Aires

5.eSample D

Date L ocation User Value Reason
Aug-28-2020 18:47:22 | ACVOPFEINFPE000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BLBJTC

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-27-2020 13:39:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-27-2020 13:39:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-28-2020 15:10:53 ACVOPFEINFPE000 |autoquery |Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-28-2020 02:23:48 ACVOPFEINFPE000 |(b) (4), Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (b) (6) is Yes, however no

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

Aug-27-2020 13:39:21 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-27-2020 13:39:21 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/27/2020
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5a

Date L ocation User Value Reason
Aug-28-2020 15:10:53 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample1D: BPTF74

Buenos Aires

5.aSample|D

Date L ocation User Value Reason
Aug-28-2020 15:10:53 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPTF74

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Site No: 1231

Subject No: 12314414
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. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Aug-27-2020 13:39:41 ACVOPFEINFP6000 |(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-27-2020 13:39:41 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-27-2020 13:39:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Aug-27-2020 13:39:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/27/2020 11:20

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Aug-27-2020 13:39:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation | User |Va|ue 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

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Aug-27-2020 13:39:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason
Aug-27-2020 13:39:41 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
Aug-27-2020 13:39:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OB

Buenos Aires SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Aug-27-2020 13:39:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Site No: 1231

Subject No: 12314414
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

S SUBJECT

Date L ocation User Value Reason
Aug-27-2020 13:39:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO - REACTOGENICITY E-DIA

Buenos Aires RY NOT COLLECTED FOR THI
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Header Text: C4591001

Visit: V2 VAX2 L

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

Subject No: 12314414
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 18:10:35 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/17/2020

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V2 VAX2_ L

Form Version: 15-Sep-2020 21:54

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Date:
Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/17/2020
Buenos Aires (b) (4)
2a
Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Record | dentifier: 1
Buenos Aires (b) (4) :

Temperature: 36.7

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 1
Buenos Aires (b) (4)
2.a Temperature:
Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 36.7
Buenos Aires (b) (4)
2.aUnit:
Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 15-Sep-2020 21:54

SiteNo: 1231

Subject No: 12314414
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

2.a Temperature Location:

Date L ocation User Value Reason
Sep-17-2020 18:10:43 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ORAL CAVITY

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V2 VAX2_ L

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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
Sep-17-2020 18:10:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-17-2020 18:10:49 ACVOPFEINFP6000 |autocalc |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 18:30:56 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-17-2020 18:10:49 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 18:10:49 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4) Date of Collection:
Sep/17/2020
5a
Date L ocation User Value Reason
Sep-17-2020 18:30:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPWB6B
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5.aSample D
Date L ocation User Value Reason
Sep-17-2020 18:30:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPWB6B
Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2_ L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-17-2020 18:11:12 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2. Treatment Name

Date L ocation User Value Reason
Sep-17-2020 18:11:12 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 18:11:12 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 18:11:12 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sep/17/2020 17:18

Buenos Aires (b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Sep-17-2020 18:11:12 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

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Sep-17-2020 18:11:12 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli LEFT

Buenos Aires (b) (4)

7. Route:

Date L ocation User Value Reason
Sep-17-2020 18:11:12 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 18:11:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OB

Buenos Aires SERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-17-2020 18:11:12 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12314414
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 10:13:52 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Oct/21/2020
Buenos Aires
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Header Text: C4591001
Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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 10:14:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-21-2020 10:14:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Oct-21-2020 11:08:55 ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-21-2020 10:14:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 | auto query Query 1: Candidate
(autoquery)

‘Sample Collected?
is Yes, however no
barcodes are
entered. Please
review and correct

as appropriate.

Oct-21-2020 10:14:10 ACVOPFEINFPE000 |(b) (4), (b) |[DataEntry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Date of Collection:

Oct/21/2020
5a
Date L ocation User Value Reason
Oct-21-2020 11:08:55 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BJSMLS
Buenos Aires
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

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

5.aSample|D
Date L ocation User Value Reason
Oct-21-2020 11:08:55 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BJ5MLS
Buenos Aires
5b
Date L ocation User Value Reason
Oct-21-2020 11:27:53 ACVOPFEINFPE000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of () (6) Sample ID: BPTHNR
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Oct-21-2020 11:27:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPTHNR
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-21-2020 11:44:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BIBMKF
Buenos Aires
5.c SampleID
Date L ocation User Value Reason
Oct-21-2020 11:44:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BJBMKF
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12314414
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. Date of Visit

Date L ocation User Value Reason
Nov-19-2020 13:18:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Nov/17/2020

Buenos Aires

Nov-19-2020 08:36:17 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-19-2020 05:10:27 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 4: Opened PDQ : Details of
(UTC-03:00) City of Sample ID and
Buenos Aires collection date for

either Nasal Swab
Self or Nasal Swab

expected to be
completed. Please
check and update
else clarify.

Nov-18-2020 08:18:44 | ACVOPFEINFP6000 |auto query Query 4: 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.

Nov-16-2020 12:26:03 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Nov/12/2020

Buenos Aires

Nov-16-2020 12:11:36 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

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

Buenos Aires

Nov-16-2020 02:59:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Opened PDQ : Details of

(UTC-03:00) City of Sample ID and

Buenos Aires collection date for

either Nasal Swab
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

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

Self or Nasal Swab

expected to be
completed. Please
check and update
else clarify.
Nov-15-2020 17:51:15 | ACVOPFEINFP6000 | auto query Query 3: 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.
Nov-13-2020 20:06:01 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-13-2020 20:03:11 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-13-2020 20:01:30 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Assessment in
the Signs and
Symptomsformis
missing. Please
review and update
as appropriate.
Nov-13-2020 20:01:30 | ACVOPFEINFP6000 | auto query 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.
Nov-13-2020 20:01:30 | ACVOPFEINFP6000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Nov/13/2020
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Nov-13-2020 20:01:30 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | COVID_A
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 Assessment:

Date L ocation User Value Reason

Nov-19-2020 13:18:54 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Nov-19-2020 13:18:54 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Nov/17/2020

Buenos Aires

Nov-19-2020 13:18:38 ACVOPFEINFP6000 | auto query Query 2: Opened Date of assessment

(UTC-03:00) City of (autoquery) is not same as Date

Buenos Aires Visit. Please check
and correct.

Nov-16-2020 13:10:35 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-16-2020 13:10:35 [ ACVOPFEINFP6000 | Tatiana Data Entry: Changed

(UTC-03:00) City of Estrada Nov/12/2020 Information

Buenos Aires (b) (4)

Nov-16-2020 12:26:03 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment

(UTC-03:00) City of (autoquery) is not same as Date

Buenos Aires Visit. Please check
and correct.

Nov-13-2020 20:03:11 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Nov/13/2020

Buenos Aires (b) (4)

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Nov/12/2020

Buenos Aires (b) (4)

3. Symptoms Ongoing?
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Nov/17/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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

Date L ocation User Value Reason
Nov-18-2020 19:24:55 ACVOPFEINFP6000 | Martina Data Entry: New Information
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4) Date of Last Symptom Resolve

d:

Nov/17/2020

Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
4a
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) Clty of Davalli S/mptoms: FEVER
Buenos Aires (b) (4) Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli FEVER
Buenos Aires (b) (4)
4.a Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4b
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms NEW OR INCREA
Buenos Aires (b) (4) : SED COUGH
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Nov/17/2020 Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED COUG
Buenos Aires (b) (4) H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.c
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-OS:QO) City of Davalli Sympto NEW OR INCREASE
Buenos Aires (b) (4) ms: D SHORTNESS OF B

REATH

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Nov/17/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 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

4.c Symptoms:

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED SHORT

Buenos Aires (b) (4) NESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

4d

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Symptoms: CHILLS

Buenos Aires (b) (4) Symptom Present: YES

4.d Symptoms:

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli CHILLS

Buenos Aires (b) (4)

4.d Was symptom present?

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)

4e

Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptom NEW OR INCREAS
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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

Buenos Aires (b) (4) s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED MUSCL
Buenos Aires (b) (4) E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4f
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms NEW LOSS OF TA
Buenos Aires (b) (4) : STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW LOSS OF TASTE OR SM
Buenos Aires (b) (4) ELL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Nov/17/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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

4.9
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptom NEW OR INCREAS
Buenos Aires (b) (4) s ED SORE THROAT

Symptom YES

Present:
4.g Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEW OR INCREASED SORE T
Buenos Aires (b) (4) HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
4.h
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Symptoms: DIARRHE
Buenos Aires (b) (4) A

Symptom Present NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 10-Oct-2020 16:02

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - 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

4.h Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli DIARRHEA
Buenos Aires (b) (4)
4.h Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO
Buenos Aires (b) (4)
4.
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Symptoms: VOMITIN
Buenos Aires (b) (4) G

Symptom Present YES
4.i Symptoms:
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli VOMITING
Buenos Aires (b) (4)
4.i Was symptom present?
Date L ocation User Value Reason
Nov-13-2020 20:03:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES
Buenos Aires (b) (4)
5a
Date L ocation User Value Reason

*** Confidential***

Page 155 of 277

FDA-CBER-2021-5683-0883788




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Nov/17/2020

Form Version: 10-Oct-2020 16:02

SiteNo: 1231

Subject No: 12314414
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

Nov-13-2020 20:04:35 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-0300) Clty of Davalli Symptoms - Other: headache

Buenos Aires (b) (4)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-13-2020 20:04:35 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli headache

Buenos Aires (b) (4)
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - 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
Nov-13-2020 20:05:37 ACVOPFEINFP6000 | Martina Form Created

(UTC-03:00) City of Davalli

Buenos Aires (b) (4)
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Header Text: C4591001

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

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314414
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
Nov-15-2020 17:17:01 ACVOPFEINFP6000 | Martina Form Created

(UTC-03:00) City of Davali

Buenos Aires (b) (4)
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Nov-15-2020 17:57:02 | ACVOPFEINFP6000 | Santiago Form Deleted Duplicated

(UTC-03:00) City of Corradetti register. It was

Buenos Aires (b) (4) done by
mistake.

Nov-15-2020 17:46:39 ACVOPFEINFP6000 | Santiago Form Created

(UTC-03:00) City of Corradetti

Buenos Aires (b) (4)
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Header Text: C4591001

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

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314414
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
Nov-18-2020 19:24:37 ACVOPFEINFP6000 | Martina Form Created

(UTC-03:00) City of Davali

Buenos Aires (b) (4)

Page 160 of 277

*** Confidential***
FDA-CBER-2021-5683-0883793




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

Form Status: Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Nov-13-2020 20:05:37 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Nov/12/2020

Buenos Aires (b) (4)

2. Specimen Type:

Date L ocation User Value Reason

Nov-13-2020 20:05:37 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli SWABBED MATERIAL

Buenos Aires (b) (4)

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-15-2020 16:15:22 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Closed Item #3 answered,

(UTC-03:00) City of item #6 addressed

Buenos Aires by separate query.

Nov-15-2020 14:39:41 | ACVOPFEINFPE000 | auto query Query 1: Answered New Information

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

Buenos Aires

Nov-15-2020 14:39:41 | ACVOPFEINFP6000 | Tatiana Estrada | Data Entry: New Information

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

Buenos Aires

Nov-15-2020 04:18:07 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: The response

(UTC-03:00) City of (6) for Data item#3 and

Buenos Aires 6 are missing.
Kindly review and
update.

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-13-2020 20:05:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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. Device Type:

Date L ocation User Value Reason

Nov-13-2020 20:05:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name:

Date L ocation User Value Reason

Nov-15-2020 18:40:32 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Nov-15-2020 17:45:29 [ ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Nov-15-2020 17:43:02 | ACVOPFEINFP6000 | auto query Query 2: Opened Trade Nameis

(UTC-03:00) City of (autoquery) Other, however

Buenos Aires Trade Name Other,
Specify is not
completed. Please
update.

Nov-15-2020 17:43:02 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Nov-15-2020 17:43:02 | ACVOPFEINFP6000 | Santiago Data Entry: New Information

(UTC-03:00) City of Corradetti OTHER

Buenos Aires (b) (4)

Nov-15-2020 15:22:35 | ACVOPFEINFP000 |(0) (4), (B) (6) | Query 1: Opened I trade name is
(UTC-03:00) City of unknow please, add
Buenos Aires it here. Thank you
7. Test Result:

Date L ocation User Value Reason
Nov-13-2020 20:05:37 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-15-2020 18:40:49 | ACVOPFEINFP8000 | (B) (4), (B) (6) | Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Nov-15-2020 17:48:54 | ACVOPFEINFP6000 | Santiago Data Entry: Erased redundant
(UTC-03:00) City of Corradetti NALT unknown information
Buenos Aires (b) (4)

Nov-15-2020 17:45:29 | ACVOPFEINFP6000 | auto query Query 1. Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-15-2020 17:45:29 | ACVOPFEINFP6000 | Santiago Data Entry: New Information
(UTC-03:00) City of Corradetti NALT unknown (12 Nov 2020)

Buenos Aires (b) (4)

Nov-15-2020 15:21:55
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Opened

Medical history
describe it has done
at the hospital
whereis
hospitalized, please
update thisform to
NALT unknown. In
addition a second
nasal swap done on
13 Nov 2020,
pleaseincludeit in
asecond line.
Thank you
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date L ocation User Value Reason

Nov-15-2020 17:17:01 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Nov/13/2020

Buenos Aires (b) (4)

2. Specimen Type:

Date L ocation User Value Reason

Nov-15-2020 17:17:01 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli SWABBED MATERIAL

Buenos Aires (b) (4)

3. Specimen Collection Location:

Date L ocation User Value Reason

Nov-15-2020 17:17:01 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli NASOPHARYNX

Buenos Aires (b) (4)

4. Assay Code and Description:

Date L ocation User Value Reason

Nov-15-2020 17:17:01 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

Nov-15-2020 17:17:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name;

Date L ocation User Value Reason
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Header Text: C4591001

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

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12314414
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

Nov-15-2020 17:48:06 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti OTHER

Buenos Aires (b) (4)

7. Test Result:

Date L ocation User Value Reason
Nov-15-2020 17:17:01 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE

Buenos Aires (b) (4)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-15-2020 17:48:06 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NALT unknown

Buenos Aires (b) (4)
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Header Text: C4591001

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

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Frozen, Verified

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Nov/13/2020

Buenos Aires (b) (4)

2. Specimen Type:

Date L ocation User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti SWABBED MATERIAL

Buenos Aires (b) (4)

3. Specimen Collection Location:

Date Location User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NASOPHARYNX

Buenos Aires (b) (4)

4. Assay Code and Description:

Date L ocation User Value Reason
Nov-15-2020 17:46:39 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
Nov-15-2020 17:46:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name:
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Date L ocation User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti OTHER

Buenos Aires (b) (4)

7. Test Result:

Date L ocation User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NEGATIVE

Buenos Aires (b) (4)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-15-2020 17:46:39 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti NALT unknown (13 NOV 2020

Buenos Aires (b) (4) )
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - 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. Actual Date of Collection:

Date L ocation User Value Reason
Nov-18-2020 19:24:37 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/17/2020

Buenos Aires (b) (4)

2. Specimen Type:

Date L ocation User Value Reason
Nov-18-2020 19:24:37 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli SWABBED MATERIAL

Buenos Aires (b) (4)

3. Specimen Collection Location:

Date L ocation User Value Reason
Nov-18-2020 19:24:37 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NASOPHARY NX

Buenos Aires (b) (4)

4. Assay Code and Description:

Date L ocation User Value Reason
Nov-18-2020 19:24:37 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
Nov-18-2020 19:24:37 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name:

Date L ocation User Value Reason
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

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

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

Nov-18-2020 19:24:37 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ATILA BIOSYSTEMSIAMPC

Buenos Aires (b) (4) OVID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Nov-18-2020 19:24:37 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NEGATIVE

Buenos Aires (b) (4)

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-13-2020 20:05:53 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Nov-13-2020 20:05:53 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
Nov-13-2020 20:05:53 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

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

Date L ocation User Value Reason
Nov-13-2020 20:05:53 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli sample collected by team physici

Buenos Aires (b) (4) an
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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
Nov-13-2020 20:06:01 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Nov-13-2020 20:06:01 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Nov-20-2020 08:15:04 | ACVOPFEINFPG000 |(b) (4), Query 6: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires

Nov-19-2020 08:41:36

ACVOPFEINFP6000

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

Query 6: Answered

Original valueis

(UTC-03:00) City of correct

Buenos Aires

Nov-19-2020 08:41:08 | ACVOPFEINFP6000 | auto query Query 7: Deleted Close Auto Query

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

Buenos Aires

Nov-19-2020 08:36:17 | ACVOPFEINFP6000 | auto query Query 7: Candidate ‘Sample Collected?

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

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

Nov-19-2020 08:36:17 | ACVOPFEINFP6000 | auto query Query 6: Opened Date of Collection

(UTC-03:00) City of (autoquery) 17/Nov/2020 is

Buenos Aires different from Date

of Visit 12/Nov
/2020. Please review

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

and update as
appropriate, else
clarify.

Nov-19-2020 08:36:17 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Transcription Error

(UTC-03:00) City of YES

Buenos Aires Date of Collection:

Nov/17/2020

Nov-18-2020 08:18:44 | ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query

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

Buenos Aires

Nov-18-2020 08:18:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NO

Buenos Aires

Nov-18-2020 07:05:30 | ACVOPFEINFP6000 |(b) (4), (b) Query 5: Opened 'Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

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

Nov-16-2020 15:21:23 | ACVOPFEINFP6000 | Rupal N Shah | Query 3: Closed Response satisfies

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

Buenos Aires

Nov-16-2020 12:26:03 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

Buenos Aires

Nov-16-2020 12:11:36 | ACVOPFEINFP6000 | auto query Query 5: Candidate ‘Sample Collected?

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

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

Nov-16-2020 12:11:36 | ACVOPFEINFP6000 | auto query Query 4. Opened Date of Collection

(UTC-03:00) City of (autoquery) 12/Nov/2020is

Buenos Aires different from Date
of Visit 13/Nov
/2020. Please review
and update as
appropriate, else
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

clarify.
Nov-16-2020 12:11:36 | ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-16-2020 12:11:36 | ACVOPFEINFP6000 | (D) (4), (b) (6) | Data Entry: Transcription Error
(UTC-03:00) City of YES
Buenos Aires Date of Collection:
Nov/12/2020
Nov-16-2020 08:59:29 | ACVOPFEINFP6000 | Rupa N Shah | Query 3: Opened CLIQUERY: Given
(UTC-03:00) City of (b) (4) that the subject has
Buenos Aires been hospitalized,
please make every
effort to obtain nasal
swab.
Nov-15-2020 18:45:53 | ACVOPFEINFP000 | (B) (4), (b) (6)| Query 2: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Nov-15-2020 17:51:15 | ACVOPFEINFP6000 | auto query Query 2: Answered Answer Auto Query

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

Buenos Aires

Nov-15-2020 17:51:15 | ACVOPFEINFP6000 | Santiago Data Entry: Sample was not

(UTC-03:00) City of Corradetti NO collected due to the

Buenos Aires (b) (4) fact that the subject
isstill hospitalized
in a Private Hospital

Nov-14-2020 12:13:21 | ACVOPFEINFP6000 |(B) (4), (Bb) (6) | Query 2: Reissued:Opened DM Q: Thank you

(UTC-03:00) City of for response,

Buenos Aires however please
enter the barcodes.

Nov-14-2020 12:12:50
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Closed

Response satisfies
query

Nov-14-2020 10:01:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Query 2: Answered

This sample was not
collected according
to protocol. Subject
submited
information from
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

nasopharingeal
sawb performed in
private laboratory

Nov-14-2020 09:45:25 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered There are two
(UTC-03:00) City of (b) (6) diferent samples.
Buenos Aires 12/Nov/2020 and
13/Nov/2020
Nov-13-2020 22:16:59 | ACVOPFEINFPE000 |(b) (4), Query 2: Opened ‘Sample Collected?
(UTC-03:00) City of (b) (6) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Nov-13-2020 20:06:01 | ACVOPFEINFP6000 | auto query Query 2: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Nov-13-2020 20:06:01 | ACVOPFEINFP6000 | auto query Query 1: Opened Date of Collection
(UTC-03:00) City of (autoquery) 12/Nov/2020 is
Buenos Aires different from Date
of Visit 13/Nov
/2020. Please review
and update as
appropriate, else
clarify.
Nov-13-2020 20:06:01 | ACVOPFEINFP6000 | MartinaDavalli | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) YES
Buenos Aires Date of Collection:

Nov/12/2020

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

Date L ocation User Value Reason
Nov-19-2020 08:40:54 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

(UTC-03:00) City of
Buenos Aires

Sampl e not collected according
to protocol. Corresponds to nas
opharingeal swab collected in p
rivate laboratory

Nov-16-2020 11:51:48 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

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

Buenos Aires

Nov-15-2020 17:53:31 | ACVOPFEINFP6000 | auto query Query 2: Answered Changed

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

Buenos Aires

Nov-15-2020 17:53:31 | ACVOPFEINFP6000 | Santiago Data Entry: Changed

(UTC-03:00) City of Corradetti Sample not collected according | Information

Buenos Aires (b) (4) to protocol. Subject is still hosp

italized at a private hospital.

Nov-15-2020 15:25:00 | ACVOPFEINFP6000 | (B) (4), (b) (6) | Query 2: Opened Medical history

(UTC-03:00) City of does not describe

Buenos Aires collection of
samples for
COVID, subject is
hospitalized and
COVID visit done
over the phone, if
no sample collected
yet please change it
to Not done and
explain it. Thank
very much

Nov-14-2020 10:00:06 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-14-2020 10:00:06 | ACVOPFEINFPe000 |(B) (4), (b) (6) | pata Entry: Transcription Error

Nov-14-2020 09:58:25
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

Entered text has
either acarriage
return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing al datain
the field and

*** Confidential***

Page 175 of 277

FDA-CBER-2021-5683-0883808




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

re-enter without
adding extra spaces
or using enter or tab
keys.
Nov-14-2020 09:58:25 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Sample not collected according
Buenos Aires to protocol. Correspondsto nas
opharingeal swab collected in p
rivate laboratory.
5a
Date L ocation User Value Reason
Nov-19-2020 08:41:08 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BPW855
Buenos Aires
5.aSample|D
Date L ocation User Value Reason
Nov-19-2020 08:41:08 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPW855
Buenos Aires
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | Typeof Practitioner: SPECIA
Buenos Aires LIST
Occurrence of Visitso NO
r Contacts:

1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 || (B) (4), | DataEntry: 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
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires
1b
Date L ocation User Value Reason
Nov-16-2020 20:00:46 ACVOPFEINFP6000 | Martina Data Entry: New Information
(UTC-03:00) City of Davalli Type of Practit EMERGENCY
Buenos Aires (b) (4) ioner: ROOM

Occurrenceof YES

Visitsor Conta Number of i

cts: sitsor Contac

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 Nov/17/2020

Form Version: 10-Oct-2020 15:59

SiteNo: 1231

Subject No: 12314414
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

Nov-16-2020 19:55:08 | ACVOPFEINFPG000 |Martina Data Entry: New Information
(UTC-03:00) City of Davalli Typeof Practitio EMERGEN
Buenos Aires (b) (4) ner: CY ROOM

Occurrenceof Vi YES

sitsor Contacts:
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 |(B) (4), (b) (6) | Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitio EMERGEN
Buenos Aires ner: CY ROOM

Occurrenceof Vi NO

sitsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 10-Oct-2020 15:59

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason

Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (B) (4), |DataEntry: 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

Nov-16-2020 20:00:46 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Nov-16-2020 20:00:46 ACVOPFEINFP6000 |Martina Data Entry: New Information

(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4) Number of Misits or Contacts:

1

Nov-16-2020 19:55:08 | ACVOPFEINFP6000 | auto query Query 1: Opened Please provide

(UTC-03:00) City of (autoquery) number of Visits or

Buenos Aires contacts for each
type of healthcare
professional. If no
visits or contacts
were made, please
enter O.

Nov-16-2020 19:55:08 ACVOPFEINFP6000 |Martina Data Entry: New Information

(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)

Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) NO

Buenos Aires

1lc

Date L ocation User Value Reason

Nov-15-2020 17:20:46 | ACVOPFEINFP6000 || (B) (4), |DataEntry: Initial Entry

(UTC-03:00) City of (0) (6) | Typeof Practiti PRIMARY CA

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Nov/17/2020

- Unscheduled Visit

Form Version: 10-Oct-2020 15:59

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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

(0) (4. ®) ) | oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Contac

ts
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFPe000 | (B) (4). | DataEntry: 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
Nov-15-2020 17:20:46 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires
1d
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (B) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner URGENT
Buenos Aires : CARE

Occurrence of Visits NO

or Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/17/2020

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), |DataEntry: 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
Nov-15-2020 17:20:46 ACVOPFEINFP6000 || (b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires
le
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | Typeof Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON

Occurrenceof NO
Visitsor Contac
ts.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/17/2020

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | TELEPHONE CONSULTATION

Buenos Aires

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-15-2020 17:20:46 ACVOPFEINFP6000 (b) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires
1f
Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (0) (4), |DataEntry: 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
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (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
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 10-Oct-2020 15:59

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

3. Has the subject been hospitalized due to potential COVID-19 ilIness?

care due to potential COVID-19 i
[Iness?

NO

Date L ocation User Value Reason
Nov-15-2020 17:20:46 | ACVOPFEINFP6000 | (B) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) 6) |YES

Buenos Aires Has the subject been in intensive

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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
Nov-15-2020 17:21:29 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

on Nov/17/2020

Form Version: 22-Apr-2020 2102

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - 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. Hospitalization Category:

Date L ocation User Value Reason
Nov-15-2020 17:21:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason
Dec-14-2020 15:11:07 | ACVOPFEINFP6000 | Rupal N Shah Query 2: Closed Response setisfies
(UTC-03:00) City of (b) (4) query

Buenos Aires

Dec-08-2020 13:11:07 | ACVOPFEINFP6000 | Santiago Query 2: Answered Vitals have been
(UTC-03:00) City of Corradetti uploaded to CRF.
Buenos Aires (b) (4) Thank you.
Dec-07-2020 13:37:45 | ACVOPFEINFP6000 | Rupal N Shah Query 2: Reissued:Opened CLIQUERY: please
(UTC-03:00) City of (b) (4) complete VITALS
Buenos Aires CRF evenif in

range as stated in
query response.

Nov-30-2020 20:17:35
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Answered

Changed data per
query

Nov-30-2020 16:57:55
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Rupal N Shah
(b) (4)

Query 2: Reissued:Opened

CLIQUERY: thank
you for your
response. Please
update vital signs,
pulse oxymet in the
appropriate CRF
evenif they arein
range.

Nov-29-2020 19:02:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Answered

vitalswerein
range, pulse
oximetry in range,
subject did not
need respiratory
treatment, lab

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Version: 22-Apr-2020 2102 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

results already
updated and
imaging also
updated. tank you

Nov-29-2020 14:28:03
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE000 | Rupal N Shah Query 2: Opened
(b) (4)

CLIQUERY: This
subject was
hospitalized. Please
enter on the CRF
form any available
information (vital
signs, pulse
oxymet, respiratory
treatment, lab
results, imaging...).
Please make every
effort to obtain
these information

Nov-16-2020 21:08:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPE6000 | Rupal N Shah Query 1: Closed
(b) (4)

Response setisfies
query

Nov-16-2020 20:08:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |Martina Davalli Query 1: Answered
(b) (4)

The obtained
information has
been updated.
Thank you.

Nov-16-2020 08:57:36
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Rupa N Shah Query 1. Opened
(b) (4)

CLIQ: Given that
the subject has
been hospitalized.
Please enter any
available
information (vital
signs, pulse
OXymet, respiratory
treatment, lab
results, imaging...)
in appropriate CRF.
Please make every
effort to obtain
these information.

Nov-15-2020 17:21:29
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry:
HOSPITAL

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 22-Apr-2020 2102

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

3. Admission Date:
Date L ocation User Value Reason
Nov-15-2020 17:21:29 | ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | Nov/12/2020
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Nov-16-2020 19:24:46 ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires Discharge Date:

Nov/16/2020
Nov-15-2020 17:21:29 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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. Category of Clinical Event:

Date L ocation User Value Reason
Nov-16-2020 16:55:43 | ACVOPFEINFP6000 | () (). (0) (6) | Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Nov-16-2020 12:12:54 ACVOPFEINFP6000 |auto cac Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) POTENTIAL COVID-19 ILLNE

Buenos Aires SS

Nov-15-2020 18:42:59 | ACVOPFEINFP6000 |(B) (4). (b) (6)| Query 1: Opened Item incomplete
(UTC-03:00) City of

Buenos Aires

2. Was a diagnosis obtained for Potential COVID-19 IlIness?

Date L ocation User Value Reason
Nov-16-2020 19:25:48 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES

Buenos Aires Respiratory Illness Diagnosis:

acute community pneumonia

Date of Diagnosis:

Nov/16/2020
Nov-16-2020 12:12:54 | ACVOPFEINFP000 |(B) (4). (b) (6) | pata Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-16-2020 12:12:54 | ACVOPFEINFP6000 |(0) (4), (b) (6) | pata Entry: Initial Entry
(UTC-03:00) City of 4
Buenos Aires
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090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Form Created

(UTC-03:00) City of Davalli

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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 Pand:
Date L ocation User Value Reason
Nov-16-2020 20:00:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | CLINICAL CHEMISTRY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sanatorio Otamendi. Address: az
Buenos Aires (b) (4) cuenaga 870 Capital Federal
3. Collection Date:
Date L ocation User Value Reason
Nov-16-2020 20:00:27 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/12/2020
Buenos Aires (b) (4)
4. Specimen Type:
Date L ocation User Value Reason
Nov-16-2020 20:00:27 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 329
Buenos Aires d Identifier:

Test:: C Reactive Prot

ein_PX329
Result:: 32.3
Not Done::
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

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

Lab Normal Ra Low

nge: 0
High
5
Unit
mg/L

5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli C Reactive Protein_PX329
Buenos Aires (b) (4)
5.a Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 323
Buenos Aires (b) (4)
5aLNMT
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 0

High

5
Unit
mg/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Nov/17/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12314414
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

5b
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defin 30
Buenos Aires ed I dentifier:
Test:: Alanine Aminotra
nsferase PX30
Result:: 17
Not Done::
Lab Normal R Low
ange: 15
High
45
Unit
U/L
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Alanine Aminotransferase PX30
Buenos Aires (b) (4)
5.b Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 17
Buenos Aires (b) (4)
5bLNMT
Date Location User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 15

High

45
Unit
u/L

5.c
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defin 28
Buenos Aires ed | dentifier:
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

Test:: Aspartate Aminotr
ansferase PX28
Result:: 18
Not Done::
Lab Normal Low
Range: 5
High
40
Unit
uU/L
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

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

5.¢c Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |28
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Aspartate Aminotransferase PX2
Buenos Aires (b) (4) 8
5.c Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 18
Buenos Aires (b) (4)
5CcLNMT
Date Location User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 5

High

40
Unit
u/L

5d
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 35
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 Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

Test:: Alkaline Phosph
atase PX35
Result:: 78
Not Done::
Lab Normal Ra Low
nge: 38
High
126
Unit
U/L
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (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
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Alkaline Phosphatase PX35
Buenos Aires (b) (4)
5.d Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 78
Buenos Aires (b) (4)
5.dLNMT
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 38

High

126
Unit
U/L

5e
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |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 Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

Test:: Bilirubin_P
X21

Result:: 1.18

Not Done::

Lab Normal Range: Low
0.20

High
1.20

Unit
mg/dL

Page 198 of 277

*** Confidential***
FDA-CBER-2021-5683-0883831




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

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

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

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |21
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Bilirubin_PX21
Buenos Aires (b) (4)
5.e Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 1.18
Buenos Aires (b) (4)
5.eLNMT
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 0.20

High

1.20
Unit
mg/dL

5.f
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 47
Buenos Aires d I dentifier:
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

Test:: Blood Urea Nitr
ogen_PX47
Result:: 29
Not Done::
Lab Normal Ra Low
nge: 14
High
45
Unit
mg/dL
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Header Text: C4591001

on Nov/17/2020

Generated By: (b) (4)

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

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

5.f Sponsor ID:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Blood Urea Nitrogen PX47
Buenos Aires (b) (4)
5.f Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 29
Buenos Aires (b) (4)
5f LNMT
Date Location User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 14

High

45
Unit
mg/dL

5.9
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 48
Buenos Aires entifier:
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12314414
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

Test:: Creatinine_P
X48

Result:: 0.79

Not Done::

Lab Normal Range Low
: 0.60

High
1.25

Unit
mg/dL
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

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

Argerich

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

5.9 Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |48
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Creatinine_PX48
Buenos Aires (b) (4)
5.9 Result:
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 0.79
Buenos Aires (b) (4)
59LNMT
Date L ocation User Value Reason
Nov-16-2020 20:00:11 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 0.60

High

1.25
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

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
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Form Created
(UTC-03:00) City of Davalli
Buenos Aires (b) (4)
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

1. Lab Pand:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HEMATOLOGY
Buenos Aires
2. Laboratory Name and Address
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sanatorio Otamendi. Address: az
Buenos Aires (b) (4) cuenaga 870 Capital Federal
3. Collection Date:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/12/2020
Buenos Aires (b) (4)
4. Specimen Type:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 1
Buenos Aires dentifier:

Test:: Hemoglobin

_PX1
Result:: 131
Not Done::
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Header Text: C4591001

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

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

Lab Normal Range Low
: 12.6
High
16.1
Unit
g/dL
5.a Sponsor 1D:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Hemoglobin_PX1
Buenos Aires (b) (4)
5.a Result:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 131
Buenos Aires (b) (4)
5aLNMT
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 12.6
High
16.1
Unit
g/dL
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Nov/17/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5b
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 2
Buenos Aires entifier:
Test:: Hematocrit_
PX2
Result:: 37.2
Not Done::
Lab Normal Range Low
: 40
High
54
Unit
%
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not 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
Nov-16-2020 20:05:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |2
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Hematocrit_PX2
Buenos Aires (b) (4)
5.b Result:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali 37.2
Buenos Aires (b) (4)
50 LNMT
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 40

High

54
Unit
%

5.c
Date L ocation User Value Reason
Mar-19-2021 08:47:13 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Define 3
Buenos Aires d I dentifier:
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Nov/17/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
Test:: Erythrocyt
es PX3
Result:: 444
Not Done::
Lab Normal Ra Low
nge: 4.25
High
5.90
Unit
10M2/L
Mar-18-2021 16:39:42 | ACVOPFEINFPE000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Define 3
Buenos Aires d I dentifier:
Test:: Erythrocyt
es PX3
Result:: 4.44
Not Done::
Lab Normal Ra Low
nge: 4.25
High
5.90
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Define 3
Buenos Aires d I dentifier:
Test:: Erythrocyt
es PX3
Result:: 4.44
Not Done::
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Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Lab Normal Ra Low
nge: 4.25

High
5.90

Unit
JuL
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not 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:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Erythrocytes PX3
Buenos Aires (b) (4)
5.c Result:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 4.44
Buenos Aires (b) (4)
5.cLNMT
Date L ocation User Value Reason
Mar-19-2021 11:20:06 | ACVOPFEINFPE000 | Saim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-19-2021 08:47:13 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-19-2021 08:47:13 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires 4.25

High

5.90
Unit
10M2/L
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Mar-18-2021 21:53:59 | ACVOPFEINFP6000 |Saim Query 1: Reissued:Opened Clin: Please the
(UTC-03:00) City of Bouguermouh Erythrocytes Unit
Buenos Aires (b) (4) should be
"10M2/L" or
"10"6/uL". Please
review and update
accordingly
Mar-18-2021 16:39:42 | ACVOPFEINFP6000 |auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:39:42 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 4.25
High
5.90
Unit
10M9L
Mar-18-2021 10:33:20 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Erythrocytes Unit
Buenos Aires should be
"10M2/L" or
"1076/uL". Please
review and update
accordingly
Mar-18-2021 03:31:43 | ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Erythrocytes Unit
Buenos Aires (b) (4) should be
"10M2/L" or
"1076/uL". Please
review and update
accordingly
Nov-16-2020 20:05:10 | ACVOPFEINFP6E000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Low
Buenos Aires 4.25
High
5.90
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Nov/17/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
/uL
5.d
Date L ocation User Value Reason
Mar-18-2021 16:33:13 | ACVOPFEINFP6000 | Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Defined 5
Buenos Aires | dentifier:
Test:: Platelets
PX5
Result:: 289
Not Done::
Lab Normal Ran Low
ge 150
High
400
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined 5
Buenos Aires I dentifier:
Test:: Platelets
PX5
Result:: 289
Not Done::
Lab Normal Ran Low
ge 150
High
400
Unit
/uL
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not 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
Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |5
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Platelets PX5
Buenos Aires (b) (4)
5.d Result:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli 289
Buenos Aires (b) (4)
5dLNMT
Date L ocation User Value Reason
Mar-18-2021 21:55:25 | ACVOPFEINFPE000 | Saim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 16:33:13 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:33:13 | ACVOPFEINFP6000 |Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 150

High

400
Unit
10M9/L
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

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

Mar-18-2021 10:32:38 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Platelets Unit
Buenos Aires should be
"1073/uL". Please
review and update
accordingly
Mar-18-2021 03:32:35 | ACVOPFEINFPE000 | Saim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Platel ets Unit
Buenos Aires (b) (4) should be
"10"3/ul". Please
review and update
accordingly
Nov-16-2020 20:05:10 | ACVOPFEINFPE000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Low
Buenos Aires 150
High
400
Unit
/uL
5e
Date L ocation User Value Reason
Nov-17-2020 08:29:18 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 7
Buenos Aires dentifier:
Test:: Leukocytes
_PX7
Result::
Not Done:: NOT DON
E
Lab Normal Rang
e
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Sponsor-Defined |
Buenos Aires (b) (4) dentifier:
Test:: Leukocytes
_PX7
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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

Result::
Not Done::

Lab Normal Rang
€

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 08:29:18 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7
Buenos Aires
5.e Test:
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davali Leukocytes PX7
Buenos Aires (b) (4)
5.e Not Done:
Date L ocation User Value Reason
Nov-17-2020 08:29:18 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT DONE
Buenos Aires
5f
Date L ocation User Value Reason
Mar-18-2021 16:18:11 | ACVOPFEINFP6000 | Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Define 608
Buenos Aires d Identifier:

Test:: Neutrophils

_PX608
Result:: 6.798
Not Done::
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Lab Normal Ra Low
nge: 17
High
7.6
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Define 608
Buenos Aires d Identifier:
Test:: Neutrophils
_PX608
Result:: 6798
Not Done::
Lab Normal Ra Low
nge: 1700
High
7600
Unit
107"6/cum
m
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not 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 ID:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 608

Buenos Aires

5.f Test:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davali Neutrophils_PX608

Buenos Aires (b) (4)

5.f Result:

Date L ocation User Value |Reason

Mar-18-2021 | ACVOPFEINFPG000 Adolfo Gonzalez Data | Transcription Error

16:18:11 (b) (4) Entry

(UTC-03:00) M

City of 6.798

Buenos Aires

Nov-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies

11:58:30 1: Clo |query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC

08:16:37 1: An |differentiadsare

(UTC-03:00) swere | entered as absolute

City of d values. Thank you.

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5391468;Please

04:58:25 (b) (4) 1: Op |confirm that the

(UTC-03:00) ened | WBC differentialsare

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as
appropriate.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/17/2020

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

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Nov-16-2020 | ACVOPFEINFP6000
20:05:10

(UTC-03:00)

City of

Buenos Aires

Martina Davalli Data | Initial Entry
(b) (4) Entry
6798
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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 Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not 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

5fLNMT
Date L ocation User Value Reason
Mar-18-2021 16:20:40 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 16:18:11 | ACVOPFEINFP6000 | auto query Query 1. Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:18:11 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 17
High
7.6
Unit
10M9/L
Mar-18-2021 10:29:52 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Unit should be
Buenos Aires "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Mar-18-2021 03:34:02 | ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Unit should be
Buenos Aires (b) (4) "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Low
Buenos Aires 1700
High
7600
Unit
10M6/cu mm
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -
on Nov/17/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
5.9
Date L ocation User Value Reason
Mar-18-2021 16:19:00 | ACVOPFEINFP6000 | Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Define 609
Buenos Aires d Identifier:
Test:: Eosinophils
_PX609
Result:: 0.35
Not Done::
Lab Normal Ra Low
nge: 0
High
0.7
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFPE000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 609
Buenos Aires d Identifier:
Test:: Eosinophils
_PX609
Result:: 350
Not Done::
Lab Normal Ra Low
nge: 0
High
700
Unit
10M6/cum
m
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not Complete

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

5.9 Sponsor ID:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 609

Buenos Aires

5.9 Test:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davali Eosinophils_PX609

Buenos Aires (b) (4)

5.9 Result:

Date L ocation User Value |Reason

Mar-18-2021 | ACVOPFEINFPG000 Adolfo Gonzalez Data | Transcription Error

16:19:00 (b) (4) Entry

(UTC-03:00) M

City of 0.35

Buenos Aires

Nov-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies

11:56:17 1: Clo |query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC

08:16:49 1: An |differentialsare

(UTC-03:00) swere | entered as absolute

City of d values. Thank you.

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5391451;Please

04:58:25 (b) (4) 1: Op |confirm that the

(UTC-03:00) ened | WBC differentialsare

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as
appropriate.
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

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

Form Status: Data Complete, Frozen, Not Complete

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

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

Nov-16-2020 | ACVOPFEINFP6000 Martina Davalli Data | Initia Entry
20:05:10 (b) (4) Entry

(UTC-03:00) M

City of 350

Buenos Aires

5gLNMT

Date L ocation User Value Reason
Mar-18-2021 16:20:40 | ACVOPFEINFPE000 |Saim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) (4)

Mar-18-2021 16:19:00 | ACVOPFEINFPE000 |auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-18-2021 16:19:00

ACVOPFEINFP6000 |Adolfo Gonzalez | Data Entry:

Transcription Error

(UTC-03:00) City of (b) (4) Low
Buenos Aires 0
High
0.7
Unit
10M9/L
Mar-18-2021 10:30:25 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Unit should be
Buenos Aires "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Mar-18-2021 03:34:28 | ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Unit should be
Buenos Aires (b) (4) "/uL" instead of

"10"6/uL". Please
review and update
accordingly

Nov-16-2020 20:05:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina Davali Data Entry:
(b) (4) Low
0

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

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

High
700
Unit
10"6/cu mm
5.h
Date L ocation User Value Reason
Mar-18-2021 16:22:19 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Define 612
Buenos Aires d Identifier:
Test:: Monocytes
_PX612
Result:: 0.968
Not Done::
Lab Normal Ra Low
nge: 0
High
0.900
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 612
Buenos Aires d ldentifier:
Test:: Monocytes
_PX612
Result:: 968
Not Done::

Lab Normal Ra Low

nge:

0

High
900

Unit
10"6/cum
m
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not Complete

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

5.h Sponsor ID:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 612

Buenos Aires

5.h Test:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davali Monocytes PX612

Buenos Aires (b) (4)

5.h Result:

Date L ocation User Value |Reason

Mar-18-2021 | ACVOPFEINFPG000 Adolfo Gonzalez Data | Transcription Error

16:22:19 (b) (4) Entry

(UTC-03:00) M

City of 0.968

Buenos Aires

Nov-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies

11:56:05 1: Clo |query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC

08:17:01 1: An |differentiadsare

(UTC-03:00) swere | entered as absolute

City of d values. Thank you.

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5391469;Please

04:58:25 (b) (4) 1: Op |confirm that the

(UTC-03:00) ened | WBC differentialsare

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as
appropriate.
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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 Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Not Complete

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

Argerich

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

Nov-16-2020 | ACVOPFEINFP6000 Martina Davalli Initial Entry
20:05:10 (b) (4)
(UTC-03:00)
City of
Buenos Aires
5h LNMT
Date L ocation User Value Reason
Mar-18-2021 22:09:57 | ACVOPFEINFPE000 | Saim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 16:22:19 | ACVOPFEINFP6E000 |auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:22:19 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 0
High
0.900
Unit
10M9/L
Mar-18-2021 10:31:02 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Unit should be
Buenos Aires "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Mar-18-2021 03:35:01 | ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Unit should be
Buenos Aires (b) (4) "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Nov-16-2020 20:05:10 | ACVOPFEINFPE000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Low
Buenos Aires 0
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Argerich
Subject Initials: ---

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

High
900
Unit
10"6/cu mm
5.
Date L ocation User Value Reason
Mar-18-2021 16:23:08 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor-Define 610
Buenos Aires d ldentifier:
Test:: Basophils
PX610
Result:: 0.113
Not Done::
Lab Normal Ra Low
nge: 0
High
0.200
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 610
Buenos Aires d ldentifier:
Test:: Basophils _
PX610
Result:: 113
Not Done::
Lab Normal Ra Low
nge: 0
High
200
Unit
10M6/cu
mm
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090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not 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 ID:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 610

Buenos Aires

5.i Test:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Basophils PX610

Buenos Aires (b) (4)

5.i Result:

Date L ocation User Value | Reason

Mar-18-2021 | ACVOPFEINFPG000 Adolfo Gonzalez Data | Transcription Error

16:23:08 (b) (4) Entry

(UTC-03:00) M

City of 0.113

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies

11:56:25 1: Clo |query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC

08:17:12 1: An |differentiasare

(UTC-03:00) swere | entered as absolute

City of d values. Thank you.

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5391457;Please

04:58:25 (b) (4) 1: Op |confirm that the

(UTC-03:00) ened | WBC differentialsare

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as
appropriate.
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090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Argerich

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

Nov-16-2020 | ACVOPFEINFP6000 Martina Davalli Initial Entry
20:05:10 (b) (4)
(UTC-03:00)
City of
Buenos Aires
5i LNMT
Date L ocation User Value Reason
Mar-18-2021 22:09:57 | ACVOPFEINFPE000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 16:23:08 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:23:08 | ACVOPFEINFPE6000 | Adolfo Gonzalez |Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 0
High
0.200
Unit
10M9/L

Mar-18-2021 10:31:33 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Unit should be
Buenos Aires "/uL" instead of

"10"6/uL". Please

review and update

accordingly
Mar-18-2021 03:35:29 | ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Unit should be
Buenos Aires (b) (4) "/uL" instead of

"10"6/uL". Please
review and update
accordingly

*** Confidential***

Page 229 of 277

FDA-CBER-2021-5683-0883862




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not 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

5i LNMT
Date L ocation User Value Reason
Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Low
Buenos Aires (b) (4) 0
High
200
Unit
10M6/cu mm
5]
Date L ocation User Value Reason
Mar-18-2021 16:23:50 | ACVOPFEINFP6000 | Adolfo Gonzalez |DataEntry: Transcription Error
(UTC-03:00) City of (b) (4) Sponsor -Define 611
Buenos Aires d Identifier:
Test:: Lymphocyte
s PX611
Result:: 1.957
Not Done::
Lab Normal R Low
ange: 0.600
High
2.600
Unit
10M9/L
Nov-16-2020 20:05:10 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defin 611
Buenos Aires ed ldentifier:
Test:: Lymphocyte
s PX611
Result:: 1957
Not Done::
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Header Text: C4591001

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

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

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Lab Normal R Low
ange: 600

High
2600

Unit
10M"6/cum
m
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Not Complete

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

5.j Sponsor ID:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 611

Buenos Aires

5.j Test:

Date L ocation User Value Reason

Nov-16-2020 20:05:10 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli Lymphocytes PX611

Buenos Aires (b) (4)

5.j Result:

Date L ocation User Value |Reason

Mar-18-2021 | ACVOPFEINFPG000 Adolfo Gonzalez Data | Transcription Error

16:23:50 (b) (4) Entry

(UTC-03:00) M

City of 1.957

Buenos Aires

Nov-17-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Response satisfies

11:58:22 1: Clo |query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | TheWBC

08:17:27 1: An |differentiadsare

(UTC-03:00) swere | entered as absolute

City of d values. Thank you.

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW5391454;Please

04:58:25 (b) (4) 1: Op |confirm that the

(UTC-03:00) ened | WBC differentialsare

City of entered as absolute

Buenos Aires values instead of
percentages, or
correct as
appropriate.
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not 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

Nov-16-2020 | ACVOPFEINFP6000 Martina Davalli Initial Entry
20:05:10 (b) (4)
(UTC-03:00)
City of
Buenos Aires
5j LNMT
Date L ocation User Value Reason
Mar-18-2021 22:09:23 | ACVOPFEINFPE000 | Saim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Mar-18-2021 16:23:50 | ACVOPFEINFP6000 |auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-18-2021 16:23:50 | ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) Low
Buenos Aires 0.600
High
2.600
Unit
10M9/L
Mar-18-2021 10:30:44 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Clin: Please the
(UTC-03:00) City of (b) (6) Unit should be
Buenos Aires "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Mar-18-2021 03:35:53 | ACVOPFEINFP6000 |Salim Query 1: Candidate Clin: Please the
(UTC-03:00) City of Bouguermouh Unit should be
Buenos Aires (b) (4) "/uL" instead of
"10"6/uL". Please
review and update
accordingly
Nov-16-2020 20:05:10 | ACVOPFEINFPE000 | Martina Davalli Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Low
Buenos Aires 600

*** Confidential***

Page 233 of 277

FDA-CBER-2021-5683-0883866




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

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

on Nov/17/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

High
2600

Unit
10"6/cu mm
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS- COVID - 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
Dec-08-2020 13:10:25 ACVOPFEINFP6000 | Santiago Form Created

(UTC-03:00) City of Corradetti

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - 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:
Date L ocation User Value Reason
Dec-08-2020 13:10:25 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Nov/17/2020
Buenos Aires (b) (4)
2a
Date L ocation User Value Reason
Dec-08-2020 13:10:25 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti Record | dentifier:: 1
Buenos Aires (b) (4) systolic:: 12
0

Diastolic:: 70

Respiratory Ratein respir 16

ationgminute:

Heart Ratein beatsminut 77

e
2.a Record | dentifier:
Date L ocation User Value Reason
Dec-08-2020 13:10:25 | ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 1
Buenos Aires (b) (4)
2.a Systolic:
Date L ocation User Value Reason
Dec-08-2020 13:10:25 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 120
Buenos Aires (b) (4)
2.aDiastalic:
Date L ocation User Value Reason
Dec-08-2020 13:10:25 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 70
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:50

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

Buenos Aires (b) (4)

2.a Respiratory Rate in respirationg/minute:

Date L ocation User Value Reason
Dec-08-2020 13:10:25 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 16

Buenos Aires (b) (4)

2.a Heart Rate in beats/minute:

Date L ocation User Value Reason
Dec-08-2020 13:10:25 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
(UTC-03:00) City of Corradetti 77

Buenos Aires (b) (4)
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Header Text: C4591001

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

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
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
Nov-30-2020 20:16:16 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

on Nov/17/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trall
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:

Date L ocation User Value Reason
Nov-30-2020 20:16:16 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/17/2020

Buenos Aires

2a

Date L ocation User Value Reason
Nov-30-2020 20:16:16 | ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record | dentifier:: 1

Buenos Aires Oxygen Saturation: 95.0

2.a Record | dentifier:

Date L ocation User Value Reason
Nov-30-2020 20:16:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1

Buenos Aires

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason
Nov-30-2020 20:16:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 95.0

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: IMAGING - 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
Nov-16-2020 11:24:25 ACVOPFEINFP6000 | (b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001

on Nov/17/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:53

Form Status:

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING - 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
Nov-16-2020 20:07:29 ACVOPFEINFP6000 | Martina Form Created

(UTC-03:00) City of Davali

Buenos Aires (b) (4)

*** Confidential***

Page 241 of 277

FDA-CBER-2021-5683-0883874




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: IMAGING - 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 Assessment:

Date L ocation User Value Reason

Nov-16-2020 11:40:00 | ACVOPFEINFP6000 | (0) (). (b) (6) | Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Nov-16-2020 11:24:25 ACVOPFEINFP6000 | auto query Query 1. Answered Initial Entry

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

Buenos Aires

Nov-16-2020 11:24:25 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Nov/12/2020

Buenos Aires

Nov-15-2020 18:43:38 | ACVOPFEINFP6000 | (b) (4), (b) | Query 1: Opened CRA: Pleaseinclude

(UTC-03:00) City of (6) the CT image

Buenos Aires informed in medical
chart, taken on
12Nov2020 during
hospitalization.
Thanks.

2. Location of Assessment:

Date L ocation User Value Reason

Nov-16-2020 11:24:25 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

3. Type of I maging Exam:

Date L ocation User Value Reason

Nov-16-2020 11:24:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

4. Assessment:

Date L ocation User Value Reason

Nov-16-2020 20:15:15 ACVOPFEINFPE000 |(b) (4). (b) (6) | Query 1: Closed Response satisfies
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: IMAGING - 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), (b) (6) query
Buenos Aires
Nov-16-2020 20:06:30 ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-16-2020 20:06:30 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli ABNORMAL
Buenos Aires (b) (4) If abnormal, specify findings:

findings that could correspon

d to acanalicular infectious-i

nflammatory process with ext

ension to the alveolar space.
Nov-16-2020 11:39:42 ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened Please complete
(UTC-03:00) City of (6) thisitem thanks
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Nov/17/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Argerich

Form: IMAGING - eCRF Audit Trail History

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

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-16-2020 20:07:29 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Nov/12/2020
Buenos Aires (b) (4)
2. Location of Assessment:
Date L ocation User Value Reason
Nov-16-2020 20:07:29 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli HEAD
Buenos Aires (b) (4)
3. Type of Imaging Exam:
Date L ocation User Value Reason
Nov-16-2020 20:07:29 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli CT SCAN
Buenos Aires (b) (4)
4. Assessment:
Date L ocation User Value Reason
Nov-16-2020 20:07:29 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NORMAL
Buenos Aires (b) (4)
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Header Text: C4591001

Visit on Dec/21/2020

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 2104

Form: DATE OF VISIT - ILLNESS CONVALESCENT - 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

*** Confidential***

Date L ocation User Value Reason
Dec-21-2020 12:28:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of () (6) Dec/21/2020
Buenos Aires
3. COVID-19 llIness Visit:
Date L ocation User Value Reason
Dec-21-2020 12:28:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID Al
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Dec/21/2020

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Dec-21-2020 12:29:04 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Dec-21-2020 12:29:04 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Dec-22-2020 11:32:32 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-21-2020 12:29:04 ACVOPFEINFPE000 |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.
Dec-21-2020 12:29:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Callection:
Dec/21/2020
5a
Date L ocation User Value Reason
Dec-22-2020 11:32:32 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample1D: BRVNCN
Buenos Aires
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Header Text: C4591001

Visit on Dec/21/2020

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled

Form Version: 22-Apr-2020 21:03

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.aSample D

Date L ocation User Value Reason
Dec-22-2020 11:32:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVNCN

Buenos Aires

5b

Date L ocation User Value Reason
Dec-22-2020 11:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BRVNCP

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Dec-22-2020 11:32:51 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVNCP

Buenos Aires

5.c

Date L ocation User Value Reason
Dec-22-2020 11:41:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BRVPDD

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Dec-22-2020 11:41:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVPDD

Buenos Aires

5.d

Date L ocation User Value Reason
Dec-22-2020 11:50:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BPWS89C

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Visit on Dec/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5.d Sample D
Date L ocation User Value Reason
Dec-22-2020 11:50:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPW89C
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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 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 10:14:24 ACVOPFEINFPGE000 |((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Oct/21/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-21-2020 10:14:24 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 10:14:24 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12314414
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
Jan-19-2021 12:51:08 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Jan/19/2021

Buenos Aires (b) (4)
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Unscheduled

SiteNo: 1231

Header Text: C4591001
Visit: Potential ReVax Initial Contact -

Subject No: 12314414
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:25

Form: FURTHER VACCINATION CONFIRMATION - 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 - | s participant willing to return for Vaccination 3?

Date L ocation User Value Reason
Jan-19-2021 12:51:26 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Jan-19-2021 12:51:15 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.
Jan-19-2021 12:51:15 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Participant iswilling to return fo
Buenos Aires (b) (4) r Vaccination 3
Participant is:
eligible per local/national rec
ommendations and confirme
d to have received only place
bo at Vaccination 1/2
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12314414
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
Jan-29-2021 14:21:53 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Jan/29/2021

Buenos Aires (b) (4)
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER 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. Consent Was:
Date L ocation User Value Reason
Jan-29-2021 14:22:25 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli OBTAINED
Buenos Aires (b) (4) Date Written Consent Obtained

Jan/29/2021
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Header Text: C4591001
Visit: V101_VAX3

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 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
Jan-29-2021 14:22:52 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Jan/29/2021
Buenos Aires (b) (4)
2. Phase of Disposition:
Date L ocation User Value Reason
Jan-29-2021 14:22:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1
Buenos Aires
3. Status:
Date L ocation User Value Reason
Jan-29-2021 14:22:52 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli COMPLETED
Buenos Aires (b) (4)

Page 254 of 277

*** Confidential***
FDA-CBER-2021-5683-0883887




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V101_VAX3

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Jan-29-2021 14:23:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Jan-29-2021 14:23:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-01-2021 11:27:32 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Jan-31-2021 23:58:04 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

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

Jan-29-2021 14:23:40 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.

Jan-29-2021 14:23:40 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4) Date of Collection:

Jan/29/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5a

Date L ocation User Value Reason
Feb-01-2021 11:27:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample1D: BRYWNJ

Buenos Aires

5.aSample|D

Date L ocation User Value Reason
Feb-01-2021 11:27:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRYWNJ

Buenos Aires

5.b

Date L ocation User Value Reason
Feb-01-2021 11:40:22 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample | D: BPWFS5

Buenos Aires

5.b Sample D

Date L ocation User Value Reason
Feb-01-2021 11:40:22 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPWFS5

Buenos Aires

5.c

Date L ocation User Value Reason
Feb-01-2021 11:43:41 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample | D: BS422N

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Feb-01-2021 11:43:41 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BS422N

Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Jan-29-2021 14:24:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Jan-29-2021 14:24:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Feb-01-2021 12:36:22 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Jan-31-2021 23:58:04 ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

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

Jan-29-2021 14:24:29 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.

Jan-29-2021 14:24:29 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4) Date of Collection:

Jan/29/2021
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Header Text: C4591001
Visit: V101 VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
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

5a

Date L ocation User Value Reason
Feb-01-2021 12:36:22 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BPWFVL

Buenos Aires

5.aSample|D

Date L ocation User Value Reason
Feb-01-2021 12:36:22 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPWFVL

Buenos Aires
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Header Text: C4591001
Visit: V101_VAX3

Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

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. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli NO

Buenos Aires (b) (4)

2. Treatment Name

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Jan/29/2021 13:04

Buenos Aires (b) (4)

5. Anatomical Location:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 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: V101 VAX3

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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

Jan-29-2021 14:25:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli LEFT

Buenos Aires (b) (4)

7. Route:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

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

administration?

Date L ocation User Value Reason
Jan-29-2021 14:25:03 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli YES

Buenos Aires (b) (4)

Page 260 of 277

*** Confidential***
FDA-CBER-2021-5683-0883893




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V102 VAX4

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

Subject No: 12314414
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
Feb-18-2021 12:14:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/18/2021

Buenos Aires
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Header Text: C4591001

Visit: V102_VAX4

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

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

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
Feb-18-2021 12:14:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Feb-18-2021 12:14:57 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Feb-18-2021 15:22:35 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Feb-18-2021 12:14:57 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-18-2021 12:14:57 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Feb/18/2021
5a
Date L ocation User Value Reason
Feb-18-2021 15:22:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BRMSWM
Buenos Aires
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Header Text: C4591001

Visit: V102_VAX4

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

5.aSample D

Date L ocation User Value Reason
Feb-18-2021 15:22:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRM8WM

Buenos Aires

*** Confidential***

Page 263 of 277

FDA-CBER-2021-5683-0883896




090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason

Feb-18-2021 12:15:26 ACVOPFEINFPE000 |(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

Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | BNT162b2

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason

Feb-18-2021 12:15:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Feb/18/2021 11:16

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason

Feb-18-2021 12:15:26 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: V102_VAX4

Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Argerich
Subject Initials: ---

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

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

Feb-18-2021 12:15:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason
Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-18-2021 12:15:26 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

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

administration?

Date L ocation User Value Reason
Feb-18-2021 12:15:26 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires
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Header Text: C4591001

Visit: V103_MONTH1

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

Subject No: 12314414
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
Mar-19-2021 10:56:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/19/2021
Buenos Aires
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Header Text: C4591001

Visit: V103 MONTH1

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

Subject No: 12314414
Generated By: (b) (4)

Form: CONTACT OUTCOME - 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. Contact Type:

Date L ocation User Value Reason
Mar-19-2021 10:56:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | TELEPHONE VISIT

Buenos Aires

2. Was contact made?

Date L ocation User Value Reason
Mar-19-2021 10:56:36 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Contact:

Mar/19/2021
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT -

Unscheduled

Form Version: 20-Feb-2021 02:26

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 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
Mar-22-2021 11:53:05 ACVOPFEINFPE000 | Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Mar/19/2021

Buenos Aires (b) (4)

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-22-2021 11:53:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | OPEN LABEL TREATMENT

Buenos Aires

3. Status:

Date L ocation User Value Reason
Mar-22-2021 11:53:05 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli COMPLETED

Buenos Aires (b) (4)
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Header Text: C4591001
Visit: Logs- Unscheduled

Site No: 1231

Subject No: 12314414
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

Dec-02-2020 11:51:18
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (B) (4), |Form Created

(b) (6)

*** Confidential***

Page 269 of 277

FDA-CBER-2021-5683-0883902




Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials: ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial 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
Dec-17-2020 16:38:52 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-03:00) City of query

Buenos Aires

Dec-12-2020 10:28:14 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered CBCwassentin FU
(UTC-03:00) City of (6) on 12/8/2020
Buenos Aires

Dec-10-2020 13:45:10 | ACVOPFEINFPGE000 |(b) (4), (b) (6) |Query 1: Reissued:Opened CLINICAL - thank

090177e196ae2ed4\Final\Final On: 01-Apr-2021 03:24 (GMT)

(UTC-03:00) City of you; please submit
Buenos Aires thisinformation
(and any CBC) asa
SAE safety update
Dec-08-2020 13:13:38 | ACVOPFEINFP6000 | Santiago Query 1: Answered No other
(UTC-03:00) City of Corradetti microbiology test
Buenos Aires (b) (4) was performed
during
hospitalization.
Thank you.
Dec-07-2020 16:24:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened CLINICAL Please
(UTC-03:00) City of confirm if any other
Buenos Aires microbiology tests

other than COVID
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12314414 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
testing were
performed to
evaluate the cause
of pneumonia; also
provide CBC/
differential resultsin
a SAE update

Dec-02-2020 11:51:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Community-acquired pneumon

Buenos Aires ia

4. Start Date Time:

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFPE000 | (B) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | Nov/12/2020 09:00

Buenos Aires

5. Isthe adverse event still ongoing?

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 | (D) (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) |NO
Buenos Aires End Date Time:

Nov/17/2020 10:00

6. Toxicity Grade:

Date L ocation User Value Reason
Dec-02-202011:51:18 | ACVOPFEINFP000 | (B) @), | pata Entry: Initial Entry
(UTC-03:00) City of (b)6) |3

Buenos Aires

7. Isthe 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
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12314414
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - 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

Dec-07-2020 16:20:59 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed COVID test results
(UTC-03:00) City of (b) (6) submitted
Buenos Aires
Dec-04-2020 16:27:15 | ACVOPFEINFP6000 |(b) (4), Query 2: Opened Clinical COVID test
(UTC-03:00) City of (b) (6) status (yes/no)
Buenos Aires during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2020478402] to
document if COVID
testing was
performed (YES/NO
or info not
available) and if yes,
the date and results.
Dec-04-2020 07:24:07 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-02-2020 11:51:18 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE Community-
(UTC-03:00) City of (autoquery) acquired
Buenos Aires pneumonia:
Responseto "Isthe
adverse event
serious?" is'Yes but
"Serious Adverse
Event Number" is
blank.
Dec-02-2020 11:51:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Isthis serious event associated
with congenital anomaly or bi
rth defect?
NO
Did this serious event result in
death?
NO
Did this serious event require
or prolong hospitalization?
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12314414 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:34
YES

Did this serious event result in
persistent or significant disabi
lity/incapacity?

NO

Isthis serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 | (B) (4), | pataEntry: 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
Dec-02-2020 11:51:18 | ACVOPFEINFP000 | () (4), |DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | NOT RELATED

Buenos Aires If Not Related to study treatment(

s), thisevent is dueto:

OTHER
If Other, specify:
unknown
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: 12314414
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

A

rgerich

Subject Initials: ---

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

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

Dec-02-2020 11:51:18 ACVOPFEINFP6000 |(B) (4), (b) | Data Entry: Initial Entry
(UTC-03:00) City of (6) NOT APPLICABLE

Buenos Aires

11. Was a Concomitant Medication given?

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 | (B) (4), |pataEntry: Initial Entry
(UTC-03:00) City of (0) (6) |YES

Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-02-202011:51:18 | ACVOPFEINFP6000 | ) (). | pata Entry: Initial Entry
(UTC-03:00) City of () 6) |Nno

Buenos Aires

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

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 | (D) (4), | pataEntry: Initial Entry
(UTC-03:00) City of (b) (6) | RECOVERED/RESOLVED

Buenos Aires

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

Date L ocation User Value Reason
Dec-02-2020 11:51:18 ACVOPFEINFP6000 | (D) (4), |DataEntry: 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
Dec-04-2020 07:24:07 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2020478402

Buenos Aires
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12314414 Subject Initials; ---

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

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Jan-19-2021 12:51:26 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
(UTC-03:00) City of Davalli Jan/19/2021

Buenos Aires (b) (4)

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Jan-19-2021 12:51:26 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: 12314414
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 10:14:24 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-27-2020 13:39:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-27-2020 13:36:31 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason
Oct-21-2020 10:14:24 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/21/2020

Buenos Aires

Aug-27-2020 13:39:07 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/27/2020

Buenos Aires

Aug-27-2020 13:36:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/27/2020

Buenos Aires
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Site No: 1231

Subject No: 12314414
Generated By: (b) (4)

Header Text: C4591001
Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, 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. Casebook Signature

Date L ocation User Value Reason
Oct-26-2020 19:42:05 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Click Hereto Enable

Buenos Aires
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