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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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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 - 30 JUN 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: 12311118
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT
Form Status. Data Complete, L ocked,

Frozen, Verified

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Header Text: C4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Demography

1. | Subject ID [12311118]

2. | Birth Date: (b) (6) /1989

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
SiteNo: 1231

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Date of Visit
1. | Date of Visit Aug/13/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Study eligibility requires subjects to meet al inclusion criteria (YES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1a |/ nclusion Number: 1
Criterion Description: Male or femal e participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)
Criterion met? YES
Criterion ID: (For Pfizer use INO1A00
only)
1.b {1 1nclusion Number: 2
Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures
Criterion met? YES
Criterion ID: (For Pfizer use INO2A00
only)
1.¢ |/ inclusion Number: 3
Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for inclusion
in the study
Criterion met? YES
Criterion ID: (For Pfizer use INO3AQ0
only)
Ld || Inclusion Number: 4

Criterion Description:

Capable of giving personal signed informed consent, which includes compliance
with the requirements and restrictions listed in the ICD and in this protocol

Criterion met?

YES

*** Confidential***

Criterion ID: (For Pfizer use INO4A00
only)
Exclusion Criteria
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

2 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation
Criterion met? NO
Criterion ID: (For Pfizer use EX01A00
only)
2b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use EX02A00
only)
2. || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe allergic
reaction (eg, anaphylaxis) to any component of the study intervention(s)
Criterion met? NO
Criterion ID: (For Pfizer use EX03A00
only)
2d || Exclusion Number: 4
Criterion Description: Receipt of medications intended to prevent COVID-19
Criterion met? NO
Criterion ID: (For Pfizer use EX04A00
only)
2.:€ || Exclusion Number: 8
Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency, as
determined by history and/or laboratory/physical examination
Criterion met? NO
Criterion ID: (For Pfizer use EX08A00
only)
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Header Text: C4591001
Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:27 Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
21 1 Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would, in
the opinion of the investigator, contraindicate intramuscular injection
Criterion met? NO
Criterion ID: (For Pfizer use EX10A00
only)
2.9 || Exclusion Number: 1
Criterion Description: Women who are pregnant or breastfeeding
Criterion met? NO
Criterion ID: (For Pfizer use EX11A00
only)
2h || Exclusion Number: 12
Criterion Description: Previous vaccination with any coronavirus vaccine
Criterion met? NO
Criterion ID: (For Pfizer use EX12A00
only)
2. Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer use EX13A01
only)
2j Exclusion Number: 15
Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study
Criterion met? NO
Criterion ID: (For Pfizer use EX14A01
only)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

2k Exclusion Number:

16

Criterion Description:

Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation

Criterion met? NO
Criterion ID: (For Pfizer use EX15A01
only)
21 || Exclusion Number: 17
Criterion Description: Previous participation in other studies involving study intervention containing
lipid nanoparticles
Criterion met? NO
Criterion ID: (For Pfizer use EX16A01
only)
2m || Exclusion Number: 22

Criterion Description:

Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective
family members

Criterion met? NO
Criterion ID: (For Pfizer use EX21A01
only)
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*** Confidential***
FDA-CBER-2021-5683-0858052




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
Generated By: (b) (4)

Form: DISPOSITION - SCREENING

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 16:45

eCRF Audit Trail History

Disposition - Screening

*** Confidential***

1. | Date of Aug/13/2020
Compl etion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 9 of 519
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Medical History Details

la|| Line/MH Number:

[1]

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

Allergies:

Start Date: UNK/UNK/2015
Ongoing: YES

1b || Line/MH Number:

(2]

Disease/Syndrome/Surgery [Acute renal colic.]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2015
Ongoing: NO
End Date:
UNK/UNK/2015

1.¢ || Line/MH Number:

(3]

Disease/Syndrome/Surgery [acute rena colic]
/Non-Drug Allergies/Drug
Allergies:
Start Date: UNK/UNK/2018
Ongoing: NO
End Date:
UNK/UNK/2018
Page 10 of 519
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 30-Jul-2020 21:28
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS - BASELINE

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/13/2020
2. | Weight: [126.7]
3. [ Unit: kg
4. | Height: [186.0]
5. | Unit: cm
6. | Body Mass Index: [36.6]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [36.1]
Unit: c
Temperature Location: ORAL CAVITY
Page 11 of 519
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/13/2020
2. | Randomization Number: [48284]
3. | Randomization Group: [1
Page 12 of 519
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
Generated By: (b) (4)

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
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 1D [BMS3LN]
5b || sampleID [BMS3LP]
5C || sampleID [BM83LR]
5d || sample 1D [BLCKOP]
5€ || sample D [BLCKOR]
5t || sample D [BLCKOS]
Page 13 of 519
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/13/2020
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 1D [BM83K2]
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

*** Confidential***

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | Dose Date Time: Aug/13/2020 11:08
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. [Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 15 of 519
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT

Page 16 of 519
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Header Text: C4591001

Visit: V2 _VAX2 L Form: DATE OF VISIT

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/4/2020

2. | Erroneous Visit

Page 17 of 519
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Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

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 16:45

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat fever/pain | NO
given on the last day the Subject
Diary was completed?

2a || symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2b|| symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2.d || symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

21 || symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
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Header Text: C4591001

Visit: V2_VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.9 || symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2h|| symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52| | Injection Site Reaction: REDNESS

Were injection site reactions NO

present on the last day the Subject
Diary was completed?

5b |/ |njection Site Reaction: SWELLING

Were injection site reactions NO
present on the last day the Subject
Diary was completed?

5.C Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions NO
present on the last day the Subject
Diary was completed?

Page 19 of 519

*** Confidential***
FDA-CBER-2021-5683-0858063



090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS- TEMP

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Vital Signs
1. | Date: Sep/4/2020
Vital Signs Details
22| | Record Identifier: 1
Temperature: [36.1]
Unit: C
Temperature Location: ORAL CAVITY
Page 20 of 519
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/4/2020
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 1D [BP277W]
Page 21 of 519

FDA-CBER-2021-5683-0858065




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. | DoseDate Time: Sep/4/2020 10:14
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [1
9. [Unit:
10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at least | YES
the protocol specified observation
period after investigational product
administration?
Page 22 of 519
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Header Text: C4591001

Visit: V3_ MONTH1 _POSTVAX2 L Form: DATE OF VISIT

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Oct/8/2020

2. | Erroneous Visit
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

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

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

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 16:45

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. | Were medications to treat fever/pain | NO
given on the last day the Subject
Diary was completed?

2a || symptom: FEVER
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2b|| symptom: FATIGUE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: HEADACHE
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2.d || symptom: CHILLS
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2. || symptom: VOMITING
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

21 || symptom: DIARRHEA
Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.9 || symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

2h|| symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms | NO
present on the last day the Subject
Diary was completed?

3. | Injection Site Location: DELTOID MUSCLE
4. | Injection Site Body Side: LEFT
52| | Injection Site Reaction: REDNESS

Were injection site reactions NO

present on the last day the Subject
Diary was completed?

5b |/ |njection Site Reaction: SWELLING

Were injection site reactions NO
present on the last day the Subject
Diary was completed?

5.C Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions NO
present on the last day the Subject
Diary was completed?
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Header Text: C4591001

Visit: V3 MONTHZ1_POSTVAX2_L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/8/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BRVFPF]
5b || sampleID [BPW7JW]
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Header Text: C4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/16/2021

2. | Erroneous Visit
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Header Text: C4591001

Visit: V4_MONTH6_L

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/16/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample 1D [BRZ2LZ]
5b || sampleID [BRMOX 1]
5 || sample 1D [BRZ2K$]
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Header Text: C4591001

Visit: V5_ MONTH12 L

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

Subject No: 12311118
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 16:45

Date of Visit

1

Date of Visit

I/

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V5_ MONTH12 L

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

Subject No: 12311118
Generated By: (b) (4)

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Electronic Sample Tracking

Data Origin

Sample Type

1
2.
3. | Sample Collected?
4.

If no sample was collected or

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

Page 30 of 519

*** Confidential***
FDA-CBER-2021-5683-0858074




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12311118
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 16:45

Date of Visit

1

Date of Visit

I/

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V6_MONTH24 L

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

Subject No: 12311118
Generated By: (b) (4)

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

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Electronic Sample Tracking

Data Origin

Sample Type

1
2.
3. | Sample Collected?
4.

If no sample was collected or

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Aug/26/2020
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
Date of Visit
1. | Date of Visit Aug/26/2020
2. | Erroneous Visit
COVID-19 Illness Visit
3. | COVID-19 llIness Visit: COVID_A
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
on Aug/26/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Aug/26/2020
2. | Date of First Symptom Started: Aug/22/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/23/2020
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4.d Symptoms: CHILLS
Was symptom present? NO
4e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Aug/26/2020
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
52 || symptoms - Other Text: [HEADACHE]
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Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

# Date qf C | Specimen Ty Sp.eC|men C.O”ec Assay Code and Description Device Type Form Instan
ollection pe tion Location ce
1. | Aug/26/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repesating
20 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
2. | Sep/20/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2DIA Repeating
20 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Aug/26/2020

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. [ Actua Date of Collection: Aug/26/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
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: [1
9. | Trade Name Other, Specify: [1
Page 37 of 519
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

on Aug/26/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

1. [ Actua Date of Collection: Sep/20/2020

2. | Specimen Type: SWABBED MATERIAL

3. | Specimen Collection Location: NASOPHARYNX

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: [1

9. | Trade Name Other, Specify: [1
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Aug/26/2020

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB_SELF
3. | Sample Collected? NO
4. | If no sample was collected or [sample collect by ateam physician]
sample was not collected according
to protocol, please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
on Aug/26/2020

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/26/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BPTORJ]
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Aug/26/2020
Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
Health Care Utilization
1a|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visitsor Contacts: | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visitsor Contacts: | NO
1.¢ || physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visitsor Contacts. | NO
1.d || physician or Hedlthcare URGENT CARE
Professional:
Occurrence of Visitsor Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visitsor Contacts: | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visitsor Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12311118
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 16:45

Treatment I dentifie | 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

on Aug/26/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

Il

=20 INCU e

Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ILLNESS DETAILS

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

on Aug/26/2020
Form Version: 06-Jul-2020 21:52 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
eCRF Audit Trail History
IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained for NO
Potential COVID-19 llIness?
3. | Toxicity Grade: 1
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Header Text: C4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

4 Category of C.lenlcal Event | Subcategory oI Clinical Even Dlagnos(j Obtaine TOXICI'[;/ Grad Form I nstance

1 Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

on Aug/26/2020
Form Version: 17-Jul-2020 21:55 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
IlIness Details
1. | Category of Clinical Event:
2. | Subcategory of Clinical Event:
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
Page 46 of 519

*** Confidential***
FDA-CBER-2021-5683-0858090




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

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

Form Version: 30-Jul-2020 21:27

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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

Test me ate: ype

L Sponsor-Defined Ide | Tes | Resul Repesting

ntifier t | t Peges
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Header Text: C4591001

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

on Aug/26/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
5 Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

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 16:45

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier t| It Pages
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Header Text: C4591001

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

on Aug/26/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
S, Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:27

Form: VITAL SIGNS- COVID

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

# Date: Vital Signs Details Form Instance
1. DELETED Record | dentifier: Systolic: Diastolic: Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - COVID

on Aug/26/2020

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: 1

Vital Signs Details

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

2. || Record Identifier:
Systolic: []
Diastolic: []
Respiratory Ratein [1
respirations/minute:
Heart Rate in beatsminute: [
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Header Text: C4591001

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 30-Jul-2020 21:28

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 16:45

*** Confidential***

# Date: Vital SignsDetails Form Instance
1. DELETED Record | dentifier: Oxygen Saturation Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Aug/26/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Incomplete, Data Complete, Deleted, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History

Form Audit Trail

Vital Signs

1

Date:

I

Vital Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12311118
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# | Date Time of Assessment

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

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: OXYGENATION PARAMETERS

on Aug/26/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FO2 (Fraction of Inhaled Oxygen):
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Header Text: C4591001

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

4 Sponsor-Defined |d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1 Repesating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Aug/26/2020

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

Subject No: 12311118
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 16:45

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

I/

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Aug/26/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Imaging

1. | Date of Assessment:

I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Nov/21/2020

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/21/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

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

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

on Nov/21/2020
Form Version: 15-Sep-2020 21:55
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Nov/21/2020 Comments
2. | Date of First Symptom Started: Nov/17/2020 Comments
3. | Symptoms Ongoing? NO Comments
Date of Last Symptom Resolved:
Jan/2/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO Comments
4d || symptoms: CHILLS
Was symptom present? NO Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES Comments
4h || symptoms: DIARRHEA
Was symptom present? YES Comments
Page 62 of 519

*** Confidential***
FDA-CBER-2021-5683-0858106




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Nov/21/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

4.

*** Confidential***

Symptoms: VOMITING
Was symptom present? NO Comments
Symptoms - Other
sS4 Symptoms - Other Text: Not Applicable Comments
[]
sb Symptoms - Other Text: Not Applicable Comments
[]
5. || symptoms - Other Text: [headache]
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Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN

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

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

# Date qf C | Specimen Ty Sp.eC|men C.O”ec Assay Code and Description Device Type Form Instan
ollection pe tion Location ce
1. | Nov/21/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repesating
20 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
2. | Dec/27/20 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2DIA Repeating
20 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

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

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: Nov/21/2020 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARY NX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT Comments
7. | Test Result: NEGATIVE Comments
8. | Comments/Findingsy/Details: [] Comments
9. | Trade Name Other, Specify: [] Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

1. | Actual Date of Collection: Dec/27/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARYNX
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: [1
9. | Trade Name Other, Specify: [1
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Nov/21/2020

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or [sample collected by team physician] Comments
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5 | sampleID []
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

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

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB Comments
3. | Sample Collected? YES Comments
Date of Collection:
Nov/21/2020
4. | If no sample was collected or [1 Comments
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BPWS68]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen

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

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

16:45

Form Comments
eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

Comments

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

Comments

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

Comments

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

Comments

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

Comments

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Comments

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Comments

Health Care Utilization

3.

Has the subject been hospitalized

dueto potential COVID-19 ilIness?

NO

Comments

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12311118
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 16:45

Treatment I dentifie | 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

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

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Not Started

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

Il

=20 INCU e

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESSDETAILS

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

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS Comments
2. | Was adiagnosis obtained for NO Comments
Potential COVID-19 IllIness?
3. | Toxicity Grade: 1 Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

4 Category of C.lenlcal Event | Subcategory oI Clinical Even Dlagnos(j Obtaine TOXICI'[;/ Grad Form I nstance

1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Nov/21/2020

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

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

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

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

Form Version: 30-Jul-2020 21:27

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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

Test me ate: ype

L Sponsor-Defined Ide | Tes | Resul Repesting

ntifier t | t Peges
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Header Text: C4591001

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

on Nov/21/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
5 Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:28

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 16:45

*** Confidential***

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier t| It Pages
Page 77 of 519

FDA-CBER-2021-5683-0858121




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

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

on Nov/21/2020
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
5 Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Systalic: Diagtalic: Repeating Pages
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Header Text: C4591001

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

on Nov/21/2020
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record Identifier: Oxygen Saturation Repeating Peges
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Nov/21/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Vital Signs

1

Date:

I

Vital Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# | Date Time of Assessment

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

1

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

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

Subject No: 12311118
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 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FO2 (Fraction of Inhaled Oxygen):
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Header Text: C4591001

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2
Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

onsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
#
entifier ication e-specified ation ate e
1 Repesating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Nov/21/2020

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

Subject No: 12311118
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 16:45

Back to Form

Concomitant Medications

1

What is the medication identifier?

—
[a—

2.

Category:

Concomitant Medications
Pre-specified:

Medication:

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

Start Date:

I/

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

# | Date of Assessment L ocation of Assessment Imaging Method | Overall Assessment Form Instance
1 Repeating Pages
Page 87 of 519
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: IMAGING

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

Subject No: 12311118
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 16:45

Back to Form

Imaging

1. | Date of Assessment:

I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Mar/01/2021

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Mar/1/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

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

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

on Mar/01/2021
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Mar/1/2021 Comments
2. | Date of First Symptom Started: Feb/27/2021 Comments
3. | Symptoms Ongoing? NO Comments
Date of Last Symptom Resolved:
Mar/6/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? NO Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO Comments
4d || symptoms: CHILLS
Was symptom present? NO Comments
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO Comments
4f Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO Comments
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES Comments
4h || symptoms: DIARRHEA
Was symptom present? NO Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Mar/01/2021

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

4.

*** Confidential***

Symptoms: VOMITING
Was symptom present? NO Comments
Symptoms - Other
52 || symptoms - Other Text: [
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4 Date qf C | Specimen Ty Sp_eumen Cpllec Assay Code and Description Device Type Form Instan
ollection pe tion Location ce
1. | Mar/1/202 | SWABBED M | NASOPHARYN | SEVERE ACUTE RESPSYND | SARS-COV-2DIA Repesating
1 ATERIAL X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: Mar/1/2021 Comments
2. | Specimen Type: SWABBED MATERIAL Comments
3. | Specimen Collection Location: NASOPHARY NX Comments
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT Comments
7. | Test Result: NEGATIVE Comments
8. | Comments/Findingsy/Details: [] Comments
9. | Trade Name Other, Specify: [] Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12311118
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 16:45

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB_SELF Comments
3. | Sample Collected? NO Comments
4. | If no sample was collected or [sample collected by ateam physician] Comments
sample was not collected according
to protocol, please provide reason:

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

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

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE Comments
2. | Sample Type NASAL_SWAB Comments
3. | Sample Collected? YES Comments
Date of Collection:
Mar/1/2021
4. | If no sample was collected or [1 Comments
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample D [BR1ZZY]
Page 95 of 519

FDA-CBER-2021-5683-0858139




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete, Frozen

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

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

16:45

Form Comments
eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts:

NO

Comments

1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts:

NO

Comments

1.c

Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts:

NO

Comments

1d

Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts:

NO

Comments

le

Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts:

NO

Comments

1f

Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts:

NO

Comments

Health Care Utilization Other

2.

Other Type of Practitioner Specify:

Comments

Health Care Utilization

3.

Has the subject been hospitalized

dueto potential COVID-19 ilIness?

NO

Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12311118
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 16:45

*** Confidential***

Treatment I dentifie | 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 3 - Unscheduled Visit Form: RESPIRATORY TREATMENT

on Mar/01/2021
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Respiratory Treatment

1. | What isthe treatment Identifier?

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

Treatment:

Treatment:

[]

Start Date:

Il

=20 INCU e

Ongoing?
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Header Text: C4591001

on Mar/01/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ILLNESSDETAILS

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Form Comments
eCRF Audit Trail History

Potential COVID-19 IlIness?

IlIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS Comments
2. | Was adiagnosis obtained for YES Comments

Respiratory IlIness Diagnosis:
[common acute pharyngitis]

Date of Diagnosis:
Mar/2/2021

3. | Toxicity Grade:

1 Comments

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12311118
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 16:45

4 Category of C.lenlcal Event | Subcategory oI Clinical Even Dlagnos(j Obtaine TOXICI'[;/ Grad Form I nstance
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ILLNESS DETAILS - SEVERE
on Mar/01/2021

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4. | Toxicity Grade:
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Header Text: C4591001

Visit: POT_COVID_ILL 3
Form Version: 30-Jul-2020 21:27

Site No: 1231

Subject No: 12311118
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 16:45

Category for Lab

Vendor Na

Collection D | Specimen T

# Test me ate: ype Lab Result Form Instance
L Sponsor-Defined Ide | Tes | Resul Repesting
ntifier t: t: Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Lab Chemistry Details

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
5 Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 30-Jul-2020 21:28

Site No: 1231

Subject No: 12311118
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 16:45

Category for L | Vendor Name (DE | Collection | Specimen Form Instanc
# ab Test RIVED) Date: Type Lab Result e
L Sponsor-Defined | | Tes | Resu Repedting
dentifier t| It Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Laboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date:

"

4. | Specimen Type:

Lab Result
5 Sponsor ID: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form: VITAL SIGNS- COVID

Form Version: 30-Jul-2020 21:27

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# Date: Vital Signs Details Form Instance
L Record | dentifier: Systalic: Diagtalic: Repeating Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute:

[]

Heart Rate in beats/minute:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# Date: Vital Signs Details Form Instance
1 Record Identifier: Oxygen Saturation Repeating Peges
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Mar/01/2021

Form Version: 30-Jul-2020 21:28
SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Vital Signs

1

Date:

I

Vital Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %

*** Confidential***

Page 109 of 519

FDA-CBER-2021-5683-0858153




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: OXY GENATION PARAMETERS

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# | Date Time of Assessment

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

1

Repeating Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arteria Blood Gases PaO2
(mmHg):

3. | FO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12311118
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 16:45

4 Sponsor-Defined |d | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1 Repesating
Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 06-Jul-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

—
[a—

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

2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1

formulation).
5. | Start Date: 1
6. | Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

# | Date of Assessment

L ocation of Assessment Imaging Method | Overall Assessment

Form Instance

1

Repeating Pages
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Header Text: C4591001

on Mar/01/2021
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: IMAGING

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Imaging

1. | Date of Assessment:

I

Location of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

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

Subject No: 12311118
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 16:45

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/30/2020

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COVID_A1l

Page 116 of 519
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Nov/30/2020

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/30/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BPWSTC]
5.b
Sample ID [BRVP3]|
5C || sample 1D [BRVP3C]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Jan/14/2021

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

Subject No: 12311118
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Jan/14/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 llIness Visit: COvID_B1
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Jan/14/2021

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Jan/14/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BPTCOG]
5b |l sample D [BRYT4B]
5C || sample 1D [BRYT44]

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311118
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 16:45

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Header Text: C4591001

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

Subject No: 12311118
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Unplanned Assessments

1. | Assessments

*** Confidential***

Page 121 of 519

FDA-CBER-2021-5683-0858165




Header Text: C4591001

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

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/8/2020
Completion/Discontinuation/Death :

2. | Phase of Disposition: VACCINATION

3. | Status: COMPLETED

4. | Specify Status: []

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

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

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Disposition - Follow-Up

1. | Date of 1l
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

SiteNo: 1231

Subject No: 12311118
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 16:45

Date of Visit

1

Date of Visit

Il

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:
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Header Text: C4591001

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

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_REPEAT_SWAB - New

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***

Page 125 of 519

FDA-CBER-2021-5683-0858169




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
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 16:45

Date of Visit

1. | Date of Visit I

2. | Erroneous Visit
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Vital Signs

1. | Date: I

Vital Signs Details

2. Record Identifier:

Temperature: [

Unit:

Temperature Location:

*** Confidential***
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
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 16:45

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name [1

Formulation:

Dose Date Time: Il

Anatomical Location:

Body Side:

Route:

Actual Dose: [1

Wl (N[ || & W|DN

Unit:

'_\
©

Timeframe Subject Was Observed

(=Y
(=Y

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

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

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
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 16:45

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311118
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 16:45

Date of Visit

1

Date of Visit

Il

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

Form Version: 14-Jan-2021 02:29
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001

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

Unscheduled

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

eCRF Audit Trail History

Date of Visit

1. | Dateof Visit Feb/24/2021

2. | Erroneous Visit
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION

Form Status. Data Complete, Locked, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

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 and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: C4591001

Visit: Logs

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

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

# Category AE !dentlf Adverse Event Start Date |stheAdverngvent Sill o Form Instance
ier ngoing
1. |ADVERSEEV |1 worsening of renal lit | Nov/21/20201 | NO Repeating
ENT hiasis 7:00 End Date Time: Pages
Nov/27/2020 12:10

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [worsening of rend lithiasis)
(If possible specify diagnosis, not
individual symptoms)
4. | Start Date Time: Nov/21/2020 17:00
5. | Isthe adverse event still ongoing? | NO
End Date Time:
Nov/27/2020 12:10
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES
Is this serious event associated with congenital anomaly or birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.
) ) . Did this serious event result in death?
Fatal; Life-threatening; Inpatient NO
hospitalization or prolongation of
existing hospitalization; Persistent I . . Lo
or significant disability/incapacity’ 5:; Sth|s serious event require or prolong hospitalization
Congenital anomaly/birth defect;
Important medical event (i.e. may id thi . it . anifi disbility/i o
jeopardize subject and may require Did this serious event result in persistent or significant disability/incapacity?
medical/surgical intervention to NO
prevent above outcomes).
Isthis serious event life threatening?
NO
Other medically important serious event
NO
8. | Isthisadverseevent 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: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status. Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

9. | Isthisevent related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Nephrolithiasis]

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: [2020464658]

For Pfizer Use Only

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 17-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
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 16:45

Catego | Medication Er | Start Da | Isthemedication error Still O | Study Medication Errors
# . - Form Instance
ry ror te ngoing Action
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Medication Error
1. | Category:
2. | Medication Error (Type of [1
Medication Error):
3. | Start Date: I
4. | Isthe medication error still
ongoing?
5. | Latest Action Taken with Study
Treatment:
6. | Was a Concomitant Medication
given?
7. | WasaNon-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

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

# Sponsor-Defined Id | Category for Med | Concomitant Medications Pr | Name of Medic | Start D | Form Instanc
entifier ication e-specified ation ate e
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12311118
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 16:45

Back to Form

Concomitant Medications

1. | What isthe medication identifier?

—
[a—

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

2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1

5. | Date:

I/

*** Confidential***

Page 143 of 519

FDA-CBER-2021-5683-0858187




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

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: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Concomitant Medications
1. | What isthe medication identifier? [[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: [1
Provide the complete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).
5. | Dose: []
6. | Dose Unit:
7. | Dose Frequency:
8. | Route:
9. | Start Date; I
10. | Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: Logs

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

Subject No: 12311118
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 16:45

4 Categor | Treatment I dentifie | Con Non-Drug Treatments Pre-specifie | Treatmen | Start Dat Form Instance
y r d t e
1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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: I
6. | Ongoing?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12311118
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 16:45

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311118
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 16:45

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

Il

*** Confidential***
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Header Text: C4591001

Visit: UNPLANNED_BOOSTER_CONTACT - Form: DATE OF VISIT
Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
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 16:45

Date of Visit

1

Date of Visit

Il

2.

Erroneous Visit
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Header Text: C4591001

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

Subject No: 12311118
Generated By: (b) (4)

Visit: UNPLANNED_BOOSTER_CONTACT - Form: BOOSTER DOSE TRIGGER FORM

Form Status: Not Started

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Booster Dose Trigger Form

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

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/24/2021

2. | Primary Reason for Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: C4591001

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

Subject No: 12311118
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

16:45

Withdrawal Of Consent

1. | Withdrawal of Consent Date :

I

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311118
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 16:45

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. Cause of Death Status:

Cause of Death:

[]
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Header Text: C4591001

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

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/8/2020

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12311118
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 16:45

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable

Page 156 of 519
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Audit Trail

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

e CRF_Sign

Name Signature Date Type Action

M eaning
(b) (6) Approved Mar-17-2021 17:22:42 (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 is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

Form: GENERAL MEDICAL HISTORY - 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 | Nov-24-2020 11:25:08 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Aug-13-2020 13:27:46 (UTC-03:00) City of (b) (4), (b) (6) |Not Applicable

Buenos Aires

Page 158 of 519

*** Confidential***
FDA-CBER-2021-5683-0858202




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

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

Subject No: 12311118
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS ONSET - Comments

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 16:45

Back to Form

Item

Date

User

Comment

Form

Oct-23-2020 16:59:10 (UTC-03:00) City of (b) (4),

Buenos Aires

(b) (6)

Dueto an inadvertent error, COVID B isloaded
but it is deleted since everything is COVID A.
Thank you

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date

User

Comment

Form | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)

Buenos Aires

(4),
(b) (6)

Form | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4),

Buenos Aires

(b) (6)

Dueto an inadvertent error, COVID B isloaded
but it is deleted since everything is COVID A.
Thank you

Not Applicable

Form | Oct-23-2020 18:52:08 (UTC-03:00) City of (b) (4),

Buenos Aires

(b) (6)

Due to an inadvertent error, COVID B isloaded
but it is deleted since everything is COVID A.
Thank you
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1 Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.a |Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.a | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4b | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4b | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.c | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.c | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4d |Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.d | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.e |Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.e | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4f | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4f | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.9 |Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.g | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4h | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4h | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.i | Nov-22-2020 19:25:00 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4i | Oct-26-2020 12:56:11 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
5.a |Oct-26-2020 12:54:00 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
5.b | Oct-26-2020 12:54:08 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment

Form | Nov-22-2020 19:27:40 (UTC-03:00) City of (b)

Buenos Aires (4),
(b) (6)
Form | Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
1 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
2 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
3 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
4 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
5 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
5 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
6 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
6 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
7 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
7 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
8 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
8 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)

Page 183 of 519
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Nov/21/2020

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
9 Nov-22-2020 19:27:40 (UTC-03:00) City of (b)

Buenos Aires (4),

(b) (6)

9 Oct-26-2020 12:52:52 (UTC-03:00) City of (b) (4), Not Applicable

Buenos Aires (b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

on Nov/21/2020 Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Back to Form
Item | Date User Comment
Form | Nov-22-2020 19:28:17 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-26-2020 12:52:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
Form | Oct-23-2020 18:50:13 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
1 Nov-22-2020 19:28:17 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 Oct-26-2020 12:52:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
2 Nov-22-2020 19:28:17 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-26-2020 12:52:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
3 Nov-22-2020 19:28:17 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-26-2020 12:52:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable

Page 188 of 519

*** Confidential***
FDA-CBER-2021-5683-0858232
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
4 Nov-22-2020 19:28:17 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 Oct-26-2020 12:52:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date

User

Comment

Form | Nov-22-2020 19:29:09 (UTC-03:00) City of (b)

Buenos Aires

(4),
(b) (6)

Form | Oct-27-2020 12:41:44 (UTC-03:00) City of (b) (4),

Buenos Aires

(b) (6)

Dueto an inadvertent error, COVID B isloaded
but it is deleted since everything is COVID A.
Thank you

Not Applicable

Form | Oct-23-2020 18:49:58 (UTC-03:00) City of (b) (4),

Buenos Aires

(b) (6)

Due to an inadvertent error, COVID B isloaded
but it is deleted since everything is COVID A.
Thank you
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
1 Nov-22-2020 19:29:09 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 Oct-27-2020 12:41:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
2 Nov-22-2020 19:29:09 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-27-2020 12:41:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
3 Nov-22-2020 19:29:09 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-27-2020 12:41:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
4 Nov-22-2020 19:29:09 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 Oct-27-2020 12:41:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments

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

Argerich
Subject Initials: ---
Generated Time (GMT):

29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
Form | Oct-23-2020 18:47:57 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
la |Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
la |Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1.b |[Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1b | Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1.c |Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
l.c |Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1.d |Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1.d |Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
le [Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
l.e |Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1f |Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1f | Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 | Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 15-Sep-2020 21:53
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 Nov-22-2020 19:29:49 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-26-2020 12:51:44 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments

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

Argerich
Subject Initials: ---
Generated Time (GMT):

29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Nov-22-2020 19:30:31 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-26-2020 12:50:09 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
Form | Oct-23-2020 18:46:33 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1 |[Nov-22-2020 19:30:31 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 Oct-26-2020 12:50:09 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 | Nov-22-2020 19:30:31 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 Oct-26-2020 12:50:09 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: -

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 Nov-22-2020 19:30:31 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 Oct-26-2020 12:50:09 (UTC-03:00) City of (b) (4), Due to an inadvertent error, COVID B isloaded
Buenos Aires (b) (6) but it is deleted since everything is COVID A.
Thank you
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Comments

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable

Buenos Aires

(4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1 Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1 Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)

Page 210 of 519

*** Confidential***
FDA-CBER-2021-5683-0858254




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.a |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4.a |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4b |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4b |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.c |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4.c |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4d |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4d |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.e |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4.e |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4f |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4f | Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4.9 |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4.9 |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4h |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4h |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:29
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
4i |Mar-02-2021 14:15:53 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4. |Jan-20-2021 15:50:46 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit  Form: MICROBIOLOGY SPECIMEN - Comments
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Form | Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

(b) (6)

Item | Date User Comment

4 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires

4 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
5 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
5 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
6 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
6 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
7 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
7 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
8 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
8 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
9 Mar-02-2021 14:18:33 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
9 Jan-20-2021 15:52:16 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit
on Mar/01/2021

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

Subject No: 12311118
Generated By: (b) (4)

Comments

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 16:45

Back to Form

Buenos Aires

(4),
(b) (6)

Item | Date User Comment
Form | Mar-02-2021 14:19:36 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Jan-20-2021 15:52:50 (UTC-03:00) City of (b) Not Applicable

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
1 Mar-02-2021 14:19:36 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1 Jan-20-2021 15:52:50 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
2 Mar-02-2021 14:19:36 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:52:50 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
3 Mar-02-2021 14:19:36 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:52:50 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Comments

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 16:45

Back to Form

Item | Date User Comment
4 Mar-02-2021 14:19:36 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4 Jan-20-2021 15:52:50 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Comments

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Mar-02-2021 14:20:11 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Jan-20-2021 15:53:15 (UTC-03:00) City of (b) Not Applicable

Buenos Aires

(4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
1 Mar-02-2021 14:20:11 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1 Jan-20-2021 15:53:15 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
2 Mar-02-2021 14:20:11 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:53:15 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
3 Mar-02-2021 14:20:11 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:53:15 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001
Visit: POT_COVID_ILL 3

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

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Comments

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 16:45

Back to Form

Item | Date User Comment
4 Mar-02-2021 14:20:11 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
4 Jan-20-2021 15:53:15 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION - Comments
on Mar/01/2021

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
Form | Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)

*** Confidential***

Page 241 of 519

FDA-CBER-2021-5683-0858285




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
la |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
la |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

*** Confidential***

Item | Date User Comment
1b | Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1b |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1.c |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1l.c |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

*** Confidential***

Item | Date User Comment
1.d |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1.d |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
le |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
le |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1f | Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1f |Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - Comments
Form Status. Data Complete, Frozen
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 |Mar-02-2021 14:20:41 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:54:35 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ILLNESS DETAILS - Comments

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
Form | Mar-02-2021 14:21:20 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires
Form | Jan-20-2021 15:55:14 (UTC-03:00) City of (b) Not Applicable

Buenos Aires

(4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
1 | Mar-02-2021 14:21:20 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
1 Jan-20-2021 15:55:14 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
2 |Mar-02-2021 14:21:20 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
2 Jan-20-2021 15:55:14 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 3

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Item | Date User Comment
3 |Mar-02-2021 14:21:20 (UTC-03:00) City of (b) (4), (b) (6)
Buenos Aires
3 Jan-20-2021 15:55:14 (UTC-03:00) City of (b) Not Applicable
Buenos Aires (4),
(b) (6)
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
M eaning
(b) (6) Approved Mar-17-2021 17:22:42 (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 is to be the legally binding equivaent of my handwritten signature.

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

(b) (6) N/A Mar-16-2021 10:49:40 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 14:37:26 (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 Mar-09-2021 10:22:51 (UTC-03:00) City of Edit - All
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
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
(b) (6) Approved Mar-04-2021 13:53:30 (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 is to be the legally binding equivalent of my handwritten signature.

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

Debbra Scotti N/A Mar-04-2021 10:21:57 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-03-2021 15:39:02 (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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Mar-03-2021 15:38:16 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-02-2021 15:44:20 (UTC-03:00) City of BOOK Signed

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

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

Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Feb-24-2021 10:41:40 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Gonzalo Perez | Approved Jan-21-2021 21:41:17 (UTC-03:00) City of BOOK Signed
Marc Buenos Aires
Affidavit:

By my dated signature below, |, GonzaloPerez, 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.

Alan Colombo N/A Dec-01-2020 11:08:29 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-30-2020 15:35:38 (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: 12311118
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 16:45

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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-30-2020 09:50:41 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 19:05:06 (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.

Santiago N/A Nov-27-2020 10:30:36 (UTC-03:00) City of Edit - All
Corradetti Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-26-2020 16:53:42 (UTC-03:00) City of BOOK Signed

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

Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Nov-26-2020 16:52:00 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-25-2020 17:03:19 (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-22-2020 19:24:32 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-07-2020 09:21:32 (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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Affidavit:

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

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

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

(b) (6) N/A Nov-04-2020 09:16:00 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-29-2020 13:10:14 (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 Oct-23-2020 18:45:47 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-23-2020 17:57:07 (UTC-03:00) City of BOOK Signed

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

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

Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Sep-22-2020 13:50:20 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Sep-22-2020 11:46:53 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires
Affidavit:

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

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

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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SiteNo: 1231

Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-13-2020 13:24:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 30 JUN 2020

Buenos Aires

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

Date L ocation User Value Reason
Aug-13-2020 13:24:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) STAGE 3 COHORTS

Buenos Aires

*** Confidential***
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Header Text: C4591001

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

Subject No: 12311118
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 16:45

Back to Form

1. Consent Was.
Date Location User Value Reason
Aug-13-2020 13:25:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained

Aug/13/2020
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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Form: DEMOGRAPHY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-13-2020 10:28:15 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12311118 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-13-2020 10:28:11 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) /1989

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-13-2020 13:25:45 ACVOPFEINFP6000 |(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-13-2020 13:25:45 ACVOPFEINFP6000 |(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-13-2020 13:25:45 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) WHITE

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12311118
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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-13-2020 13:25:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/13/2020
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

la
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclus 1
Buenos Aires ion N
umbe
r:
Criter Male or female participant
ion De s between the ages of 18 a
scripti nd 55 years, inclusive, 65
on:  and 85 years, inclusive, or
18 and 85 years, inclusive,
at randomization (depende
nt upon study stage)
Criter YES
ionm
et?:
Criter INO1A00
ion 1D
: (For
Pfizer
useon
ly):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
l.a Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Male or female participants betwee
Buenos Aires n the ages of 18 and 55 years, inclu
sive, 65 and 85 years, inclusive, or
18 and 85 years, inclusive, at rando
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

mization (dependent upon study sta

ge)
1.a Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1.a Criterion I1D: (For Pfizer use only)
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO1AQO
Buenos Aires
1b
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclus 2
Buenos Aires on Nu

mber:

Criteri Participants who are willi

on Des ng and able to comply wit

criptio h all scheduled visits, vac

n: cination plan, laboratory t
ests, lifestyle consideratio
ns, and other study proced
ures

Criteri YES

on met

?

Criteri INO2A00

on |D:

(For P

fizer u

seonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participants who are willing and ab
Buenos Aires le to comply with all scheduled visi

ts, vaccination plan, laboratory test

s, lifestyle considerations, and othe

r study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO2A00
Buenos Aires
lc
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclusi 3
Buenos Aires on Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Criteri Healthy participants who

on Des are determined by medical

criptio history, physical examinat

n: ion, and clinical judgment
of theinvestigator to be el
igible for inclusion in the
study

Criteri YES

on met

2

Criteri INO3AOO

on ID:

(For P

fizer u

seonly

):
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3

Buenos Aires

1.c Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Healthy participants who are deter

Buenos Aires mined by medical history, physical

examination, and clinical judgment
of the investigator to be eligible for
inclusion in the study

1.c Criterion met?

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

1.c Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO3AQ0
Buenos Aires
1d
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Inclus 4
Buenos Aires on Nu

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criteri Capable of giving persona

on Des | signed informed consent

criptio , which includes complian

n: ce with the requirements a
nd restrictions listed in th
e|CD and in this protocol

Criteri YES

on met

?.

Criteri INO4AQO

on |D:

(For Pf

izer us

eonly)
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 4

Buenos Aires

1.d Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Capable of giving personal signed i

Buenos Aires nformed consent, which includes ¢

ompliance with the requirements a
nd restrictions listed in the ICD an
din this protocol

1.d Criterion met?

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

1.d Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) INO4AQ0
Buenos Aires
2a
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 1
Buenos Aires ion Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Criter Other medical or psychiatr
ion De ic conditionincl. recent (
scripti within past year) or active
on: suicidal ideation/behavior/
lab abnormality that may i
ncrease the risk of study p

articipation

Criter NO

ion me

t?:

Criter EXO01A00

ion ID

. (For

Pfizer

useon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Criterion Description:
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Other medical or psychiatric condit
Buenos Aires ionincl. recent (within past year) o

r active suicidal ideation/behavior/|

ab abnormality that may increase t

herisk of study participation
2.a Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires

2.a Criterion ID: (For Pfizer use only)
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Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX01A00
Buenos Aires
2b
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusio 2
Buenos Aires n Numb
er:

Criterio Known infection with h

n Descri uman immunodeficienc

ption: vy virus (HIV), hepatitis
C virus (HCV), or hepat
itis B virus (HBV)

Criterio NO

n met?:

Criterio EX02A00

niD: (F

or Pfize

r useonl

y):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
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SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Known infection with human imm
Buenos Aires unodeficiency virus (HIV), hepatiti

sC virus (HCV), or hepatitis B vir

us (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX02A00
Buenos Aires
2.c
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 ((b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 3
Buenos Aires ion Nu

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criteri History of severe adverse

on Des reaction associated with a

criptio vaccine and/or severe alle

n: rgic reaction (eg, anaphyl
axis) to any component of
the study intervention(s)

Criteri NO

on met

?.

Criteri EX03A00

onID:

(For Pf

izer us

eonly)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 3
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) History of severe adverse reaction
Buenos Aires associated with a vaccine and/or se

vere alergic reaction (eg, anaphyla

Xis) to any component of the study

intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.c Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EXO03A00
Buenos Aires
2d
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ExclusonN 4
Buenos Aires umber:

Criterion De Receipt of medicati

scription: ons intended to pre

vent COVID-19
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Header Text: C4591001

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Criterion me NO
t?:

Criterion ID EXO04AQ0

. (For Pfizer

use only):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 4
Buenos Aires
2.d Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Receipt of medications intended to
Buenos Aires prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX04A00
Buenos Aires
2.e
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 8
Buenos Aires on Nu

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criteri Immunocompromised ind

on Des ividuaswith known or su

criptio spected immunodeficienc

n: y, as determined by histor
y and/or |aboratory/physi
cal examination

Criteri NO

on met

?.

Criteri EX08A00

onID:

(For Pf

izer us

eonly):
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 8

Buenos Aires

2.e Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Immunocompromised individuals

Buenos Aires with known or suspected immunod

eficiency, as determined by history
and/or laboratory/physical examina

tion
2.e Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.e Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX08AQ0
Buenos Aires
2.f
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusi 10
Buenos Aires on Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Criteri Bleeding diathesis or con

on Des dition associated with pro

criptio longed bleeding that woul

n: d, inthe opinion of thein
vestigator, contraindicate
intramuscular injection

Criteri NO

on met

?.

Criteri EX10A00

onID:

(For Pf

izer us

eonly)
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 10

Buenos Aires

2.f Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Bleeding diathesis or condition ass

Buenos Aires ociated with prolonged bleeding th

at would, in the opinion of theinve
stigator, contraindicate intramuscul

ar injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX10AQ00
Buenos Aires
29
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Excluson Nu 11
Buenos Aires mber:

Criterion Desc Women who are

ription: pregnant or breast

feeding
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Criterion met? NO

Criterion ID: ( EX11A00

For Pfizer use

only):
2.9 Exclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.g Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Women who are pregnant or breast
Buenos Aires feeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.g Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX11A00
Buenos Aires
2.h
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclusion Nu 12
Buenos Aires mber:
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Header Text: C4591001
Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criterion Des Previous vaccinati

cription: on with any corona

virus vaccine

Criterion met NO

2

Criterion ID: EX12A00

(For Pfizer us

eonly):
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 12
Buenos Aires
2.h Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Previous vaccination with any coro
Buenos Aires navirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX12A00
Buenos Aires
2.
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFPG000 | ®)@). () 6) Data Entry: Initial Entry
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

(UTC-03:00) City of
Buenos Aires

28 Eé; Exclusio 13
n Numbe

r:

Criterio Subjectswho receivei

n Descri mmunosuppressive ther

ption:  apy, such ascytotoxic a
gents or systemic cortic
osteroids

Criterio NO

n met?:

Criterio EX13A01

nID: (Fo

r Pfizer

use only)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 13
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Subjects who receive immunosupp
Buenos Aires ressive therapy, such as cytotoxic a

gents or systemic corticosteroids
2.i Criterion met?
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX13A01
Buenos Aires
2
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 15
Buenos Aires on Nu

mber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Criteri Receipt of blood/plasma

on Des products or immunoglobu

criptio lin, from 60 days before s

n: tudy intervention adminis
tration or planned receipt
throughout the study

Criteri NO

on met

?.

Criteri EX14A01

on |D:

(For Pf

izer us

eonly)
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 15

Buenos Aires

2.j Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Receipt of blood/plasma products o

Buenos Aires r immunoglobulin, from 60 days be

fore study intervention administrati
on or planned receipt throughout th

e study
2.j Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.j Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX14A01
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - 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 16:45

Back to Form

2.k
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Exclus 16
Buenos Aires on Num

ber:

Criterio Participation in other stu

n Descr diesinvolving study inte

iption: rvention within 28 days
prior to study entry and/
or during study participa
tion

Criterio NO

n met?:

Criterio EX15A01

niID: (F

or Pfize

r useon

ly):
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 16

Buenos Aires

2.k Criterion Description:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participation in other studiesinvol
Buenos Aires ving study intervention within 28 d

ays prior to study entry and/or duri

ng study participation

2.k Criterion met?

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

2.k Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX15A01
Buenos Aires
2.
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Excluso 17
Buenos Aires n Numbe
r:
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trall
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Criterion Previous participation i
Descripti n other studiesinvolvin

on: g study intervention co
ntaining lipid nanoparti
cles
Criterion NO
met?:
Criterion EX16A01
ID: (For
Pfizer us
eonly):
2.1 Exclusion Number:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 17
Buenos Aires
2.| Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 | ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Previous participation in other stud
Buenos Aires iesinvolving study intervention co

ntaining lipid nanoparticles

2.l Criterion met?

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

2| Criterion 1D: (For Pfizer use only)

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX16A01

Buenos Aires
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Header Text: C4591001

Visit: V1_ DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

2m

Date L ocation User Value Reason

Aug-13-2020 13:26:58 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Exclus 22

Buenos Aires ion N

umber

Criter Investigator site staff or P

ion De fizer employeesdirectly i

scripti nvolved in the conduct of

on: the study, site staff otherw
ise supervised by theinve
stigator, and their respecti
ve family members

Criter NO

ionm

et?:

Criter EX21A01

ion 1D

: (For

Pfizer

useon

ly):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

History

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

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

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 22
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Investigator site staff or Pfizer em
Buenos Aires ployees directly involved in the co

nduct of the study, site staff otherw

ise supervised by the investigator,

and their respective family membe

rs
2.m Criterion met?
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.m Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-13-2020 13:26:58 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EX21A01
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: DISPOSITION - SCREENING - 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 16:45

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason
Aug-13-2020 13:27:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/13/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-13-2020 13:27:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status.

Date L ocation User Value Reason
Aug-13-2020 13:27:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

la
Date Location User Value Reason
Nov-24-2020 11:25:31 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Number: 1
Buenos Aires Medical History T Nephrolithiasi

erm: ]

Start Date: UNK/UNK/2

015

Ongoing: YES
l.aLine/MH Number:
Date Location User Value Reason
Nov-24-2020 11:25:31 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
Dec-02-2020 18:44:38 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Dec-02-2020 16:49:52 ACVOPFEINFP6000 |(b) (4), Query 1: Answered Itisclarified for the
(UTC-03:00) City of (b) (6) subject in question,
Buenos Aires that both isolated

cases of acute renal
colic were |oaded.

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Thank you
Nov-30-2020 01:44:32 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened CLINICAL On
(UTC-03:00) City of (b) (6) review of the SAE
Buenos Aires report for Acute

Renal Failure, SAE
med Hx states Acute
Renal Coalic: isolated
episode, that
required
hospitalization
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

around 2018 (details
unknown); however,
it is not recorded on

Med Hx CRF. Please

review & add if
appropriate
Nov-24-2020 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nephrolithiasis
Buenos Aires
1l.a Start Date:
Date L ocation User Value Reason
Nov-24-2020 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) UNK/UNK/2015
Buenos Aires
1.a Ongoing:
Date L ocation User Value Reason
Nov-24-2020 11:25:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
1b
Date Location User Value Reason
Dec-03-2020 10:06:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Line/MH Numb 2
Buenos Aires er:
Medical History Acute renal col
Term: ic.
Start Date: UNK/UNK/20
15
Ongoing: NO
End Date:
UNK/UNK/
2015
Dec-02-2020 16:43:54 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Line/MH Numb 2
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12311118
Generated By: (b) (4)

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45
er:
Medical History acute rena coli
Term: c
Start Date: UNK/UNK/20
15
Ongoing: NO
End Date:
UNK/UNK/
2015
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

1.b Line/MH Number:

Date L ocation User Value Reason

Dec-02-2020 16:43:54 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

Dec-03-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Close | Discrepancy has

11:31:10 Oracle d been closed.

(UTC-03:00) (b) (4)

City of Buenos

Aires

Dec-03-2020 ACVOPFEINFP6000 auto query Query 1: Answ | Transcription

10:06:06 (autoquery) ered Error

(UTC-03:00)

City of Buenos

Aires

Dec-03-2020 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Transcription

10:06:06 (6) Acuterenal col | Error

(UTC-03:00) ic.

City of Buenos

Aires

Dec-02-2020 ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Query 1: Open | Specid

19:32:35 Oracle ed Characters:

(UTC-03:00) (b) (4) Verbatim Term

City of Buenos contains

Aires embedded
non-compliant
characters.

Dec-02-2020 ACVOPFEINFP6000 (b) (4), Data Entry: [nitial Entry

16:43:54 (b) (6) acute renal coli

(UTC-03:00) c

City of Buenos

Aires

1.b Start Date:

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

Dec-02-2020 16:43:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) UNK/UNK/2015
Buenos Aires
1.b Ongoing:
Date L ocation User Value Reason
Dec-02-2020 16:43:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date:

UNK/UNK/2015
1.c
Date Location User Value Reason
Dec-02-2020 16:47:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Numbe 3
Buenos Aires r:

Medical History acuterenal coli

Term: c
Start Date: UNK/UNK/201
8
Ongoing: NO
End Date:
UNK/UNK/
2018
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

1.c Line/MH Number:

Date L ocation User Value Reason
Dec-02-2020 16:47:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Dec-02-2020 16:47:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) acute renal colic
Buenos Aires
1.c Start Date:
Date L ocation User Value Reason
Dec-02-2020 16:47:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) UNK/UNK/2018
Buenos Aires
1.c Ongoing:
Date Location User Value Reason
Dec-02-2020 16:47:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date:
UNK/UNK/2018
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date:
Date Location User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/13/2020
Buenos Aires
2. Weight:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 126.7
Buenos Aires
3. Unit:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(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-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 186.0
Buenos Aires
5. Unit:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) cm
Buenos Aires
6. Body Mass I ndex:
Date Location User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 36.6
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Header Text: C4591001
Visit: V1_ DAY1 VAX1 L Form: VITAL SIGNS- BASELINE - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:28 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Buenos Aires | |
7.a
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires Temperature: 36.1

Temperature Unit: C

Temperature Locat ORAL CAVI

ion:: TY
7.a Record I dentifier:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) () 36.1
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-13-2020 13:28:23 ACVOPFEINFP6000 |(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-13-2020 13:28:23 ACVOPFEINFP6000 |(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

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

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

1. Randomization Date :

Date Location User Value Reason
Aug-13-2020 13:29:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/13/2020

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-13-2020 13:29:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 48284

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-13-2020 13:29:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date Location User Value Reason

Aug-13-2020 13:29:34 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-14-2020 10:06:55 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-14-2020 07:19:15 ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM Query: 'Sample

(UTC-03:00) City of (b) (6) Collected? is Yes,

Buenos Aires however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 13:29:34 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-13-2020 13:29:34 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/13/2020
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5.a
Date Location User Value Reason
Aug-14-2020 10:06:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BM83LN
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Aug-14-2020 10:06:55 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BMS83LN
Buenos Aires
5b
Date L ocation User Value Reason
Aug-14-2020 10:07:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BM83LP
Buenos Aires
5.b Sample ID
Date L ocation User Value Reason
Aug-14-2020 10:07:06 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BM83LP
Buenos Aires
5.c
Date L ocation User Value Reason
Aug-14-2020 10:07:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BM83LR
Buenos Aires
5.c Sample D
Date Location User Value Reason
Aug-14-2020 10:07:26 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BMS83LR
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5.d

Date Location User Value Reason
Aug-14-2020 11:04:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BLCK9P

Buenos Aires

5.d Sample D

Date L ocation User Value Reason
Aug-14-2020 11:04:56 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BLCK9P

Buenos Aires

5.e

Date L ocation User Value Reason
Aug-14-2020 11:05:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BLCK9R

Buenos Aires

5.eSampleID

Date L ocation User Value Reason
Aug-14-2020 11:05:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BLCK9R

Buenos Aires

5.f

Date L ocation User Value Reason
Aug-14-2020 11:05:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BLCK9S

Buenos Aires

5.f Sample 1D

Date Location User Value Reason
Aug-14-2020 11:05:10 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BLCK9S

Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-13-2020 13:29:41 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date Location User Value Reason

Aug-13-2020 13:29:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date Location User Value Reason

Aug-14-2020 10:05:09 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-14-2020 07:19:57 ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM Query: 'Sample

(UTC-03:00) City of (b) (6) Collected? is Yes,

Buenos Aires however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 13:29:41 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

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

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

Aug-13-2020 13:29:41 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/13/2020
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Generated By: (b) (4)

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

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

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

Subject No: 12311118 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

5.a

Date Location User Value Reason
Aug-14-2020 10:05:09 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BM83K2

Buenos Aires

5.a Sample D

Date L ocation User Value Reason
Aug-14-2020 10:05:09 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BM83K2

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

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

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Aug-13-2020 13:30:12 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-13-2020 13:30:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/13/2020 11:08

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date Location User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFP6000 ((b) (4), Data Entry: Initial Entry

(UTC-03:00) City of

(b) (6) LEFT
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SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Header Text: C4591001
Visit: V1_DAY1 VAX1 L
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 16:45

Buenos Aires | (b) (4), (b) (6) |

7. Route:

Date L ocation User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-13-2020 13:30:12 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED OB

Buenos Aires SERVATION PERIOD

administration?

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

*** Confidential***

Date L ocation User Value Reason
Aug-13-2020 13:30:12 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

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date L ocation User Value Reason
Aug-13-2020 13:31:20 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES- REACTOGENICITY E-DI

Buenos Aires ARY COLLECTED FORTHIS S

UBJECT

Page 310 of 519

*** Confidential***
FDA-CBER-2021-5683-0858354




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12311118
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 16:45

Back to Form

1. Date of Visit

(UTC-03:00) City of
Buenos Aires

(b) (6) | Sep/4/2020

Date L ocation User Value Reason
Sep-04-2020 13:02:44 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

*** Confidential***

Page 311 of 519

FDA-CBER-2021-5683-0858355




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was compl eted?

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2a
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: FE
Buenos Aires VE
R

Werefever or systemic symp NO

toms present on thelast day

the Subject Diary was compl

eted?:
2.a Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER
Buenos Aires

2.aWerefever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2b
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: FA
Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
TIG
UE

Werefever or systemicsym NO
ptoms present on thelast da
y the Subject Diary was co

mpleted?:
2.b Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FATIGUE
Buenos Aires

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.Cc
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: HEA
Buenos Aires DA

CHE

Werefever or systemicsy NO
mptoms present on the last

day the Subject Diary was
completed?:
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

2.c Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HEADACHE
Buenos Aires
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2d
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: CH
Buenos Aires IL
LS

Werefever or systemicsym NO

ptoms present on thelast da

y the Subject Diary was com

pleted?:
2.d Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHILLS
Buenos Aires
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2e
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: VO
Buenos Aires MIT
ING
Werefever or systemicsy NO
mptoms present on the last
day the Subject Diary was
completed?:
2.e Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING
Buenos Aires
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.f
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom:: DIA
Buenos Aires RR
HE
A
Werefever or systemic sym NO
ptoms present on thelast d
ay the Subject Diary wasc
ompleted?:
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

2.f Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA
Buenos Aires
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
29
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) Symptom:: NEW OR
Buenos Aires WORSEN
ED MUS
CLE PAI
N
Werefever or systemi NO
C symptoms present o
n thelast day the Sub
ject Diary was compl
eted?:

Page

316 of 519

*** Confidential***
FDA-CBER-2021-5683-0858360




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

*** Confidential***

2.9 Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR WORSENED MUSCLE
Buenos Aires PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2.h
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initia Entry
(UTC-03:00) City of (b) (6) Symptom:: NEW OR
Buenos Aires WORSE
NED JOI
NT PAIN

Werefever or systemi NO

c symptoms present o

n the last day the Subj

ect Diary was complet

ed?:
2.h Symptom:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR WORSENED JOINT PA
Buenos Aires IN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 30-Jul-2020 21:30

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

3. Injection Site Location:

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

4. Injection Site Body Side:

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT
Buenos Aires
5.a
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Injection Site Reaction::  RE
Buenos Aires DN

ESS

Wereinjection sitereaction NO
spresent on thelast day the
Subject Diary was complete

d?:
5.alnjection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) REDNESS
Buenos Aires

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
5b

Page 318 of 519

*** Confidential***
FDA-CBER-2021-5683-0858362




Header Text: C4591001
Visit: V2 VAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

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

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Injection Site Reaction::  SWE
Buenos Aires LLI
NG
Wereinjection sitereactio NO
nspresent on thelast day t
he Subject Diary was com
pleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWELLING
Buenos Aires
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
5.c
Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Injection Site Reaction: PAIN A
Buenos Aires : T INJE
CTION
SITE
Wereinjection sitereac NO
tions present on thelast
day the Subject Diary
was completed?:
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Header Text: C4591001
Visit: V2 VAX2 L

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5.c Injection Site Reaction:

Date Location User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PAIN AT INJECTION SITE

Buenos Aires

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Sep-04-2020 13:03:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2 L Form: VITAL SIGNS- TEMP - eCRF Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date:

Date Location User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/4/2020

Buenos Aires

2.a

Date L ocation User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record | dentifier:: 1

Buenos Aires

Temperature: 36.1
Temperature Unit: C
Temperature Locat ORAL CAVI

ion:: TY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature:
Date Location User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 36.1
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) C
Buenos Aires

2.a Temperature Location:
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12311118
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 16:45

Date L ocation User Value Reason
Sep-04-2020 13:03:33 ACVOPFEINFP6000 |(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: V2 VAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Sep-04-2020 13:03:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Sep-04-2020 13:03:41 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-04-2020 14:20:58 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Sep-04-2020 13:53:56 ACVOPFEINFPGE000 |(b) Query 1: Opened 'Sample Collected?

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

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

Sep-04-2020 13:03:41 ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?

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

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

Sep-04-2020 13:03:41 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Sep/4/2020
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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 Form Status: Data Complete, Locked, Frozen, Verified

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5a

Date L ocation User Value Reason
Sep-04-2020 14:20:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BP277W

Buenos Aires (b) (6)

5.a Sample D

Date L ocation User Value Reason
Sep-04-2020 14:20:58 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BP277W

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason
Sep-04-2020 13:04:05 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Sep-04-2020 13:04:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Sep-04-2020 13:04:05 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-04-2020 13:04:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/4/2020 10:14
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Sep-04-2020 13:04:05 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date Location User Value Reason
Sep-04-2020 13:04:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT

Page 325 of 519

*** Confidential***

FDA-CBER-2021-5683-0858369




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4). (b) (6)

7. Route:

Date L ocation User Value Reason
Sep-04-2020 13:04:05 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-04-2020 13:04:05 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-04-2020 13:04:05 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires

Page 326 of 519

*** Confidential***
FDA-CBER-2021-5683-0858370




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-06-2020 04:35:01 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)
Nov-05-2020 14:21:54 | ACVOPFEINFP6000 |(b) Query 1: Answered covid visit of
(UTC-03:00) City of (4), september 19th is
Buenos Aires (b) (6) part of the covid a
thank you
Nov-05-2020 12:32:19 | ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened Theformis
(UTC-03:00) City of (4), unfreeze, however
Buenos Aires (b) (6) the COVID illness

visit of 19Sep20 is
marked as
erroneous. Please
remove the
comment erroneous
if thevisitisvalid.

Buenos Aires

Please update as

appropriate.
Nov-05-2020 09:08:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) | Query 1: Answered Dataisnotin
(UTC-03:00) City of subject record

Nov-05-2020 05:08:35
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) Query 1: Reissued:Opened
(4),
(b) (6)

RQ: Thank you for
theresponse. The
form is unfreeze,
however the COVID
illnessvisit of
19Sep20 is marked
as erroneous. Please
remove the
comment erroneous
if thevisitisvalid.
Please update as
appropriate.

Nov-04-2020 09:15:30
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) | Query 1: Answered

The visit for the
19SEP2020 alarm
was made and is
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
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 16:45

being updated
within the
corresponding
COVID 1form
according to
Protocol Section
8.29.3. Please
unfreeze fieldsin
order to update.
Thank you.

Nov-04-2020 07:29:24
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) Query 1: Reissued:Opened
(4),
(b) (6)

RQ2: Thank you for
the response. Per
protocol COVID
illness visit should
be completed for
IlIness eDiary
response. Please
confirm if the lllness
eDiary entry of
19SEP2020 is
erroneous entry, else
clarify.

Nov-03-2020 14:34:09
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) Query 1: Answered
(4),
(b) (6)

form completed as
not applicable

Nov-03-2020 05:26:22
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 1: Reissued:Opened

RQ1: Reported
COVID B lllness
visit for eDiary
response on
19SEP2020 is
marked erroneous
and the symptoms
start & end date on
Covid A illnessform
does not capture the
IlIness ediary entry
of 19SEP2020.
Please update, else
clarify.

Nov-02-2020 09:38:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6) |Query 1: Answered

Changed data per
query

Page 328 of 519

*** Confidential***
FDA-CBER-2021-5683-0858372




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

SiteNo: 1231

Header Text: C4591001
Visit: V3_MONTH1_POSTVAX2 L
Form Version: 22-Apr-2020 21:02

Subject No: 12311118
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 16:45

Buenos Aires

Oct-31-2020 06:49:01
(UTC-03:00) City of

ACVOPFEINFPG6000

(b) (4), Query 1: Opened [lIness ediary: As
(b) (6) per lliness ediary
records, subject
reported "Yes' for
the COVID-19
symptoms or
diagnosison
19SEP2020 however
corresponding valid
(non-erroneous)
COVID llInessvisit
not reported. Please
clarify.

Buenos Aires

Oct-08-2020 09:55:15
(UTC-03:00) City of

ACVOPFEINFP6000

(b) (4), (b) Data Entry: Initia Entry

(6) Oct/8/2020

*** Confidential***

Page 329 of 519

FDA-CBER-2021-5683-0858373




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

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

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was compl eted?

Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2a
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: FE
Buenos Aires VE
R

Werefever or systemicsym N

ptoms present on thelast da O

y the Subject Diary was co

mpleted?:
2.a Symptom:
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPE000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) FEVER
Buenos Aires
2.aWerefever or systemic symptoms present on the last day the Subject Diary was completed?
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.b
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: FA
Buenos Aires
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Header Text: C4591001
Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
TIG
UE

Werefever or systemic sym NO
ptoms present on thelast d
ay the Subject Diary wasc

ompleted?:
2.b Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) FATIGUE
Buenos Aires

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.Cc
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: HE
Buenos Aires AD

AC

HE

Werefever or systemicsy NO
mptoms present on thelas

t day the Subject Diary wa
scompleted?:
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2_L

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

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

2.c Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) HEADACHE
Buenos Aires
2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2d
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: CH
Buenos Aires IL
LS

Werefever or systemic sym NO

ptoms present on thelast d

ay the Subject Diary was co

mpleted?:
2.d Symptom:
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) CHILLS
Buenos Aires
2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2e
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

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

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

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: VO
Buenos Aires MIT
ING
Werefever or systemicsy NO
mptoms present on thelas
t day the Subject Diary wa
scompleted?:
2.e Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) VOMITING
Buenos Aires
2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.f
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6E000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: DIA
Buenos Aires RR
HE
A
Werefever or systemicsy NO
mptoms present on thelas
t day the Subject Diary wa
scompleted?:
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2_L

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

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

2.f Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) DIARRHEA
Buenos Aires
2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
29
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: NEW OR
Buenos Aires WORSEN
ED MUS
CLE PAI
N
Werefever or system NO
ic symptoms present
on thelast day the S
ubject Diary was co
mpleted?:
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2 L Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED

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

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

2.9 Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NEW OR WORSENED MUSCL
Buenos Aires E PAIN
2.9 Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
2.h
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Symptom:: NEW OR
Buenos Aires WORSE
NED JOI
NT PAIN

Werefever or systemi NO

€ symptoms present o

n the last day the Sub

ject Diary was compl

eted?:
2.h Symptom:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NEW OR WORSENED JOINT P
Buenos Aires AIN
2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2_L

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

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

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

Subject No: 12311118
Generated By: (b) (4)

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

3. Injection Site Location:

Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
4. Injection Site Body Side:
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) LEFT
Buenos Aires
5.a
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Injection Site Reaction:: RE
Buenos Aires DN
ESS

Wereinjection sitereactio NO

nspresent on the last day t

he Subject Diary was com

pleted?:
5.alnjection Site Reaction:
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) REDNESS
Buenos Aires
5.a Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
5b
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Header Text: C4591001

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: V3 MONTH1_POSTVAX2_L

Form Version: 30-Jul-2020 21:30

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Injection Site Reaction:: SWE
Buenos Aires LLI
NG
Wereinjection sitereactio NO
nspresent on the last day
the Subject Diary was co
mpleted?:
5.b Injection Site Reaction:
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) SWELLING
Buenos Aires
5.b Were injection site reactions present on the last day the Subject Diary was completed?
Date Location User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
5.c
Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6E000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Injection Site Reaction PAIN A
Buenos Aires - T INJE
CTION
SITE
Wereinjection siterea NO
ctions present on thela
st day the Subject Diar
y was completed?:
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Header Text: C4591001
Visit: V3 MONTH1_POSTVAX2_L

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

Subject No: 12311118
Generated By: (b) (4)

Form: VACCINATION SYMPTOMSDIARY - SYMPTOM RESOLVED
DATES - 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 16:45

5.c Injection Site Reaction:

Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) PAIN AT INJECTION SITE

Buenos Aires

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date L ocation User Value Reason
Oct-08-2020 09:55:42 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
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Header Text: C4591001

Visit: V3 MONTHZ1_POSTVAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-08-2020 13:45:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-08-2020 13:45:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date Location User Value Reason
Oct-08-2020 13:45:59 ACVOPFEINFP6000 |Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato YES
Buenos Aires Cabral Date of Collection:
(b) (4)
Oct/8/2020
5.a
Date L ocation User Value Reason
Oct-08-2020 13:41:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BRVFPF
Buenos Aires
5.aSample D
Date L ocation User Value Reason
Oct-08-2020 13:41:43 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVFPF
Buenos Aires
5b
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Header Text: C4591001

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Visit: V3_ MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Date L ocation User Value Reason
Oct-08-2020 13:46:08 ACVOPFEINFP6000 | Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato Sample | D: BPW7JW
Buenos Aires Cabral
(b) (4)
5.b Sample 1D
Date L ocation User Value Reason
Oct-08-2020 13:46:08 ACVOPFEINFPE000 |Agustin Data Entry: Initial Entry
(UTC-03:00) City of Morato BPW7JW
Buenos Aires Cabral
(b) (4)
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Site No: 1231

Header Text: C4591001
Visit: V4_MONTH6_L
Form Version: 22-Apr-2020 21:02

Subject No: 12311118
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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Mar-19-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. | Asper site

02:59:03 Closed confirmation -

(UTC-03:00) updated PD

City of tracker

Buenos Aires

Mar-18-2021 | ACVOPFEINFPG6000 Santiago Corradetti Query 1: | Dateof visit at

13:05:43 (b) (4) Answere | V4 MONTH6 L

(UTC-03:00) d isindeed out of

City of window for 4

Buenos Aires days from
V2 VAX2 L
DOV dueto the
fact that subject
had a probable
COVID illness
and had to be
isolated. Thank
you.

Mar-18-2021 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query 1: | PDQ: Date of

02:30:51 (b) (4) Opened | visitat

(UTC-03:00) V4 MONTH6_L

City of is out of window

Buenos Aires for 4 daysfrom
V2 VAX2 L
DOV or V2
Vaccination date.
Please verify and
update. Else,
confirm in query
response
appropriately.
(b) (4)

Mar-16-2021 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEnt | Initia Entry

10:49:40 ry:

(UTC-03:00) Mar/16/2

City of 021

Buenos Aires
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Header Text: C4591001
Visit: V4 MONTH6_L

eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-16-2021 10:49:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-16-2021 10:49:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-16-2021 14:53:19 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-16-2021 10:49:54 ACVOPFEINFP6000 |autoquery |Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-16-2021 10:49:54 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, YES
Buenos Aires (b) (6) Date of Collection:
Mar/16/2021
5.a
Date L ocation User Value Reason
Mar-16-2021 14:53:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) SampleD: BRZ2LZ
Buenos Aires
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Header Text: C4591001
Visit: V4 MONTHS6_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

5.aSample D
Date Location User Value Reason
Mar-16-2021 14:53:19 ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRZ2LZ
Buenos Aires
5b
Date L ocation User Value Reason
Mar-16-2021 14:55:34 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Sample ID: BRM9X1
Buenos Aires
5.b Sample 1D
Date L ocation User Value Reason
Mar-16-2021 14:55:34 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initia Entry
(UTC-03:00) City of (b) (4) BRM9X1
Buenos Aires
5.c
Date L ocation User Value Reason
Mar-16-2021 15:09:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample ID: BRZ2K8
Buenos Aires
5.c SampleID
Date L ocation User Value Reason
Mar-16-2021 15:09:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRZ2K8
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

1. Date of Visit

Date Location User Value Reason
Sep-19-2020 12:29:54 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed As per site
(UTC-03:00) City of (6) response
Buenos Aires
Sep-18-2020 17:52:38 | ACVOPFEINFPE000 |(b) (4), (b) Query 3: Answered The date of the visit
(UTC-03:00) City of (6) is correct. Thanks
Buenos Aires
Sep-18-2020 17:07:13 | ACVOPFEINFP6000 | (b) Query 3: Reissued:Opened DM1: If the Date of
(UTC-03:00) City of @), Visit has been
Buenos Aires (b) (6) entered in error,
pleasetick the
“erroneous visit”
button in Inform to
indicate that the
Date of Visit was
entered by mistake.
Sep-18-2020 17:02:35 ACVOPFEINFPGE000 |(b) Query 3: Answered PULSE OX and
(UTC-03:00) City of @), VITALS COV
Buenos Aires (b) (6) already deleted.
Sep-18-2020 05:33:16 | ACVOPFEINFPE000 |(b) (4), (b) Query 3: Reissued: Opened DM1: If the Date of
(UTC-03:00) City of (6) Visit has been
Buenos Aires entered in error,
pleasetick the
“erroneous visit”
button in Inform to
indicate that the
Date of Visit was
entered by mistake.
Sep-17-2020 17:26:09 | ACVOPFEINFP6000 |(b) Query 3: Answered entries were made
(UTC-03:00) City of (4), by mistake. already
Buenos Aires (b) (6) deleted
Sep-15-2020 09:46:26 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 3: Opened DM: Please
(UTC-03:00) City of complete PULSE
Buenos Aires OX and VITALS
COV form. Thank
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
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 16:45

*** Confidential***

you.

Aug-28-2020 12:11:14 | ACVOPFEINFPE000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Aug-28-2020 12:05:55 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Aug-28-2020 11:55:42 | 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
Symptoms form s
missing. Please
review and update
as appropriate.

Aug-28-2020 11:55:42 | ACVOPFEINFPE000 | 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.

Aug-28-2020 11:55:42 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Aug-28-2020 11:55:42 ACVOPFEINFP6000 |autocalc |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 Aug/26/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Aug-28-2020 12:08:35 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-28-2020 12:08:35 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Aug/26/2020

Buenos Aires

Aug-28-2020 12:05:55 ACVOPFEINFP6000 | auto query Query 1: Opened Date of assessment

(UTC-03:00) City of (autoquery) isnot same as Date

Buenos Aires Visit. Please check
and correct.

Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Apr/26/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Sep-11-2020 11:27:04 ACVOPFEINFPE000 |(b) Query 1: Closed Response satisfies

(UTC-03:00) City of gﬁg‘(ﬁ) query

Buenos Aires

Sep-09-2020 20:42:21 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Sep-09-2020 20:42:21 ACVOPFEINFPE000 |Mabel Berrueta | Data Entry: Transcription Error

(UTC-03:00) City of (b) (4) Aug/22/2020

Buenos Aires

Sep-01-2020 15:49:20 ACVOPFEINFP6E000 |(b) (4), (b) Query 1: Opened please verify the

(UTC-03:00) City of (6) date, according the

Buenos Aires medical chart, the
date es 22Aug2020,
please verify with
the medical chart
and correct
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:52

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Aug-28-2020 12:05:55 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason

Dec-01-2020 02:54:38 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

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

Buenos Aires

Nov-30-2020 09:33:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answered Convalescence visit

(UTC-03:00) City of istoday and new

Buenos Aires datawill be
uploaded soon.
Thank you

Nov-30-2020 03:31:56 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened DM: Thank you for

(UTC-03:00) City of (b) (6) response. Per

Buenos Aires Response ‘A new
appointment will be
scheduled shortly *,
please provide the
date the
convalescent visit
has been
reschedul ed.

Nov-27-2020 10:24:59 | ACVOPFEINFP6000 | Santiago Query 2: Answered The subject

(UTC-03:00) City of Corradetti cancelled two

Buenos Aires (b) (@) scheduled
convalescent visits
(25-11 and 26-11)
due to personal
reasons. A new
appointment will be
scheduled shortly.
Thank you.

Nov-27-2020 04:03:10 | ACVOPFEINFPG000 |(b) (4), (b) Query 2: Reissued:Opened DM: Subject has

(UTC-03:00) City of (6) completed illness

Buenos Aires Visit and symptoms
are resolved,
however
corresponding
Convalescent Visit
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

not yet initiated.
Please review and
update as
appropriate. Thank
you.
Nov-26-2020 13:34:20 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Convalescent visit
(UTC-03:00) City of (6) was rescheduled for
Buenos Aires today 26NOV 2020.
Nov-26-2020 09:54:49 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened DM: Corresponding
(UTC-03:00) City of (b) (6) Convalescent Visit
Buenos Aires isnot yet initiated,
please review and
update
appropriately.
Nov-12-2020 18:22:22 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Reissued:Candidate | DM: Do not issue
(UTC-03:00) City of (6) query. Leave as
Buenos Aires candidate for follow
up if needed after 25
Nov 20.
Nov-12-2020 11:35:04 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Convalescence visit
(UTC-03:00) City of (6) has been scheduled
Buenos Aires on 25/NOV/2020
Nov-12-2020 09:01:20 | ACVOPFEINFPGE000 |(b) (4), Query 2: Reissued:Opened DM: As per the
(UTC-03:00) City of (b) (6) previous response,
Buenos Aires please confirm the
date the
convalescent visit
has been
rescheduled, thank
you.
Nov-07-2020 00:00:32 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Candidate | give site afew days
(UTC-03:00) City of (b) (6) to re-schedule
Buenos Aires
Nov-06-2020 12:53:09 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Answered According to recent
(UTC-03:00) City of medical records, the
Buenos Aires participant was
unable to attend the
scheduled dates and
will be reassigned
as soon as possible.
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:52

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Thank you.

Nov-05-2020 05:46:51
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 2: Opened

DM: Subject has
completed illness
Visit and symptoms
areresolved,
however
corresponding
Convalescent Visit
not yet initiated.
Please review and
update as
appropriate. Thank
you.

Nov-04-2020 09:16:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
NO

Date of Last Symptom Resol
ved:

New Information

Sep/23/2020
Oct-28-2020 16:20:09 | ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies
(UTC-03:00) City of 4), query
Buenos Aires (b) (6)
Oct-28-2020 15:50:22 | ACVOPFEINFP6000 | Adolfo Gonzalez |Data Entry: Transcription Error
(UTC-03:00) City of (b) (4) NO
Buenos Aires Date of Last Symptom Resol

ved:

Aug/26/2020
Oct-28-2020 10:29:54 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires

Oct-28-2020 10:29:54
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
NO

Date of Last Symptom Resol
ved:

Transcription Error

*** Confidential***

Sep/26/2020
Oct-27-2020 17:24:07 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Reissued:Opened DM RQ: Thank you
(UTC-03:00) City of (6) for your response,
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

Buenos Aires (b) (4), (b) (6) however the data
has not been
updated. Please
review and update
as appropriate.

Oct-27-2020 13:49:40 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

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

Buenos Aires

Oct-27-2020 13:49:40 | ACVOPFEINFPG6000 |(b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of NO

Buenos Aires Date of Last Symptom Resol

ved:
Sep/23/2020

Oct-27-2020 10:38:19 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened DM: Subject has

(UTC-03:00) City of (6) completed illness

Buenos Aires Visit and symptoms
are resolved,
however
Convalescent Visit
not yet initiated.
Please review and
update as
appropriate. Thank
you.

Aug-28-2020 12:16:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of NO

Buenos Aires Date of Last Symptom Resol

ved:
Aug/26/2020

Aug-28-2020 12:05:55 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initia Entry

(UTC-03:00) City of YES

Buenos Aires

4a

Date Location User Value Reason

Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Symptom Present: YES
4.a Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4b
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: NEW OR INCREA
Buenos Aires SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.c

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:QO) City of (b) (6) Sympto NEW OR INCREASE
Buenos Aires ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
4.c Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SHORT
Buenos Aires NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4d
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OB:QO) City of (b) (6) Symptoms: CHILLS
Buenos Aires Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

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

Form Status: Data Complete, Frozen, Not Complete

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.d Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.e
Date L ocation User Value Reason
Nov-04-2020 09:17:05 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:QO) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires s ED MUSCLE PAIN

Symptom YES

Present:
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires s ED MUSCLE PAIN

Symptom NO

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

4.e Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSCL
Buenos Aires E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Nov-04-2020 09:17:05 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
Af
Date Location User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW LOSS OF TAS
Buenos Aires : TE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date Location User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SME
Buenos Aires LL
4.f Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Visit: POT_COVID_ILL 1
on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 21-Aug-2020 02:52

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

49
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC—03:QO) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires S ED SORE THROAT

Symptom YES

Present:
4.9 Symptoms:
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4.h
Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OB:QO) City of (b) (6) Symptoms: DIARRHEA
Buenos Aires Symptom Present: NO
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

on Aug/26/2020

Unscheduled Visit

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - 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 16:45

4.h Symptoms:

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA

Buenos Aires

4.h Was symptom present?

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4.

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: VOMITING

Buenos Aires Symptom Present: NO

4.i Symptoms:

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING

Buenos Aires

4.i Was symptom present?

Date L ocation User Value Reason
Aug-28-2020 12:05:55 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

ba

Date L ocation User Value Reason
Nov-04-2020 09:16:00 ACVOPFEINFPGE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms - Other HEADACH

Buenos Aires : E
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:52

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 16:45

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-04-2020 09:16:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HEADACHE

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Form Created

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

Buenos Aires
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

Date Location User Value Reason
Oct-27-2020 13:50:31 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 Aug/26/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/26/2020
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARYNX
Buenos Aires
4. Assay Code and Description:
Date Location User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO
Buenos Aires ME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |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
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMP CO
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Version: 06-Jul-2020 21:54

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires

Buenos Aires (b) (4), (b) (6) | VID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Aug-28-2020 12:08:13 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason

Oct-27-2020 13:50:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sep/20/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason

Oct-27-2020 13:50:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason

Oct-27-2020 13:50:31 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

4. Assay Code and Description:

Date Location User Value Reason

Oct-27-2020 13:50:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason

Oct-27-2020 13:50:31 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 Aug/26/2020
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Oct-27-2020 13:50:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMP CO
Buenos Aires VID-19 DETECTION KIT
7. Test Result:
Date L ocation User Value Reason
Oct-27-2020 13:50:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-28-2020 12:10:30 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date Location User Value Reason
Aug-28-2020 12:10:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date Location User Value Reason
Aug-28-2020 12:10:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

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

Date Location User Value Reason
Aug-28-2020 12:10:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) sample collect by ateam physicia
Buenos Aires n
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Aug/26/2020 Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-28-2020 12:11:14 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date Location User Value Reason

Aug-28-2020 12:11:14 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-01-2020 09:51:00 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-28-2020 15:29:32 ACVOPFEINFP6000 |(b) Query 1: Opened '‘Sample Collected?

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

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

Aug-28-2020 12:11:14 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-28-2020 12:11:14 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/26/2020

*** Confidential***
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Header Text: C4591001

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

on Aug/26/2020 Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

5.a
Date L ocation User Value Reason
Sep-01-2020 09:51:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPT9RJ
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Sep-01-2020 09:51:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPT9RJ
Buenos Aires
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Header Text: C4591001

on Aug/26/2020

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

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 16:45

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Back to Form

Occurrenceof Vis NO
itsor Contacts:

la
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: SPECIA
Buenos Aires LIST

Occurrenceof Visitso NO

r Contacts:
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Aug-31-2020 10:39:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date Location User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practition EMERGEN
Buenos Aires er: CY ROOM
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311118
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 16:45

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1lc
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Contac

ts.
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visitsor Contacts:
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1d
Date L ocation User Value Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Aug/26/2020
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner URGENT
Buenos Aires : CARE

Occurrence of Visits NO

or Contacts:
1.d Physician or Healthcare Professional:
Date Location User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date Location User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date Location User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON

Occurrenceof NO

Visitsor Conta

cts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1
on Aug/26/2020

- Unscheduled Visit

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311118
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 16:45

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: 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
Aug-31-2020 10:39:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrenceof Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Aug-31-2020 10:39:21 ACVOPFEINFP6E000 |(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
Aug-31-2020 10:39:21 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12311118
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 16:45

Aug-31-2020 10:50:30 | ACVOPFEINFPG000 | (b) Query 1: Closed Response satisfies

(UTC-03:00) City of @), query

Buenos Aires (b) (6)

Aug-31-2020 10:39:57 | ACVOPFEINFPG000 |(b) (4), Query 1: Answered The information is

(UTC-03:00) City of (b) (6) correct. The subject

Buenos Aires has not been
hospitalized. The
subject did not need
visits or medical
attention. Thank
you.

Aug-31-2020 10:39:21 ACVOPFEINFPE000 | auto query Query 1: Opened There are no visits

(UTC-03:00) City of (autoquery) or contacts reported

Buenos Aires and subject has not
been hospitalized,
please confirm
whether the
participant sought
medical attention
for this respiratory
illness episode. If
not, please correct
data.

Aug-31-2020 10:39:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Aug-31-2020 10:42:53 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNESS

Buenos Aires

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

Date L ocation User Value Reason
Aug-31-2020 10:42:53 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

3. Toxicity Grade:

Date Location User Value Reason
Sep-17-2020 03:39:21 ACVOPFEINFP6000 | Rupa N Shah | Query 2: Closed Response satisfies
(UTC-03:00) City of (b) (4) query

Buenos Aires

Sep-13-2020 09:33:29 ACVOPFEINFP6000 | auto query Query 2: Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-13-2020 09:33:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) 1

Buenos Aires

Sep-04-2020 04:05:41 ACVOPFEINFPE000 |(b) (4), (b) Query 2: Opened Clinica query: Per
(UTC-03:00) City of (6) CCG guiddlines,
Buenos Aires section 8.13.5,

toxicity gradeis
required even if a
diagnosisis not
obtained, please
review and enter the
worst toxicity grade
(1to5) asit relates
to the reported
symptomsin SOD
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Header Text: C4591001

on Aug/26/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

CRF.

Sep-04-2020 04:03:09
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Rupal N Shah
(b) (4)

Query 2: Candidate

Clinical query: Per
CCG guidelines,
section 8.13.5,
toxicity gradeis
required even if a
diagnosisis not
obtained, please
review and enter the
worst toxicity grade
(1to5) asit relates
to the reported
symptomsin SOD
CRF

Sep-04-2020 04:02:58
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Rupal N Shah
(b) (4)

Query 1: Closed

requires candidate
query

Sep-04-2020 04:01:57
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Rupal N Shah
(b) (4)

Query 1: Opened

Clinical query: Per
CCG guidelines,
section 8.13.5,
toxicity gradeis
required even if a
diagnosisis not
obtained, please
review and enter the
worst toxicity grade
(1to5) asit relates
to the reported
symptomsin SOD
CRF.

Aug-31-2020 10:42:53
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
0

Initial Entry
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Header Text: C4591001

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

on Aug/26/2020

Form Version: 30-Jul-2020 21:27 Form Status:

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Sep-17-2020 17:24:38 | ACVOPFEINFPG000 |(b) Form Deleted Transcription
(UTC-03:00) City of 4, Error
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 30-Jul-2020 21:27

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status: Incomplete, Data Complete, Deleted, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:

Date L ocation User Value Reason
Sep-01-2020 15:47:03 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Open by mistake
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-01-2020 11:52:53 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please complete the
(UTC-03:00) City of (b) (6) information,
Buenos Aires according the

medical chart, the
systolic was 120,
diastolic was 80,
heart rate was 94,
respiratory rate was
12, please verify
with the medical
chart and complete.
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Header Text: C4591001

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

on Aug/26/2020

Form Version: 30-Jul-2020 21:28 Form Status:

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Sep-17-2020 17:25:09 | ACVOPFEINFPG000 |(b) Form Deleted Transcription
(UTC-03:00) City of 4, Error
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/26/2020

Form Version: 30-Jul-2020 21:28

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: VITAL SIGNS- PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Status: Incomplete, Data Complete, Deleted, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date:

Date L ocation User Value Reason
Sep-01-2020 15:47:16 ACVOPFEINFP6000 |(b) (4), Query 1: Closed Open by mistake
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-01-2020 11:53:37 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please complete the
(UTC-03:00) City of (b) (6) information,
Buenos Aires according the

medical chart, the
oxygen saturation
was 99%, please
verify with the
medical chart and
complete.
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-22-2020 19:29:21 | ACVOPFEINFP6000 | auto query Query 12: Deleted Close Auto Query

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

Buenos Aires

Nov-22-2020 19:25:52 | ACVOPFEINFP6000 | auto query Query 13: Deleted Close Auto Query

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

Buenos Aires

Nov-22-2020 19:24:44 | ACVOPFEINFP6000 | auto query Query 14: Deleted Close Auto Query

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

Buenos Aires

Nov-22-2020 19:24:31 | ACVOPFEINFP6000 | auto query Query 14: Candidate Erroneous Visitis

(UTC-03:00) City of (autoquery) marked, but date of

Buenos Aires visitis entered.
Please check
whether other
assessments are
performed at this
visit.

Nov-22-2020 19:24:31 | ACVOPFEINFP6000 | auto query Query 13: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Nov-22-2020 19:24:31 | ACVOPFEINFP6000 | auto query Query 12: 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.
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Nov-22-2020 19:24:31 | ACVOPFEINFPG000 |(b) Data Entry: New Information

(UTC-03:00) City of (4), Nov/21/2020

Buenos Aires (b) (6)

Oct-28-2020 06:09:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 11: Deleted Erroneous visit

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

Buenos Aires

Oct-27-2020 16:37:12 | ACVOPFEINFP6000 |(b) Query 6: Closed Response satisfies

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

Buenos Aires (b) (6)

Oct-27-2020 12:41:33 ACVOPFEINFP6000 | auto query Query 11: Candidate Date of Visit is

(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.

Oct-27-2020 07:33:34 | ACVOPFEINFPG000 |(b) (4), (b) Query 9: Deleted Query isinvalid or

(UTC-03:00) City of (6) does not apply

Buenos Aires

Oct-27-2020 07:33:19 | ACVOPFEINFP6000 |(b) (4), (b) Query 10: Deleted Query isinvalid or

(UTC-03:00) City of (6) does not apply

Buenos Aires

Oct-26-2020 12:56:03 ACVOPFEINFP6000 | auto query Query 10: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in
the Signs and
Symptoms form s
missing. Please
review and update
as appropriate.

Oct-26-2020 12:52:18 ACVOPFEINFP6000 | auto query Query 9: Candidate Date of Visit is

(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
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

update as
appropriate.

Oct-26-2020 12:52:18 | ACVOPFEINFP6000 | auto query Query 6: Answered Answer Auto

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

Buenos Aires

Oct-24-2020 08:37:03 | ACVOPFEINFP6000 |(b) (4), (b) Query 8: Deleted Alternate query

(UTC-03:00) City of (6) present to confirm

Buenos Aires erroneous marked

Oct-24-2020 04:12:21 | ACVOPFEINFP6000 |(b) (4), Query 6: Reissued:Opened DM1: Per response

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

Buenos Aires in error, please
consider clearing
all the datain the
visit and add form
level comment
"Not applicable" in
all forms. Thank
you.

Oct-23-2020 18:52:33 ACVOPFEINFP6000 | auto query Query 8: Candidate Erroneous Visit is

(UTC-03:00) City of (autoquery) marked, but date of

Buenos Aires visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-23-2020 16:52:55 | ACVOPFEINFPG000 |(b) (4), Query 6: Answered Dueto an

(UTC-03:00) City of (b) (6) inadvertent error,

Buenos Aires COVID B isloaded
but it is deleted
since everything is
COVID A. Thank
you

Oct-23-2020 16:39:26 | ACVOPFEINFPG000 |(b) (4), (b) Query 7: Closed Response satisfies

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

Buenos Aires

Oct-23-2020 13:15:27 ACVOPFEINFPE000 |(b) (4), Query 6: Reissued:Opened DM: Per response,

(UTC-03:00) City of (b) (6) nasal swab was

Buenos Aires collected; however,
'‘Sample Collected?
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

is'No' and no
sample D is
present. Please
consider to update
response to 'Sample
Collected? and
Sample ID under
Nasal Swab OR
Nasal Self Swab
form as
appropriate. Else
clarify.

Oct-23-2020 12:59:10 ACVOPFEINFP6000 |(b) (4), (b) Query 7: Answered Changed data per

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

Buenos Aires

Oct-23-2020 02:07:04 | ACVOPFEINFP6000 |(b) (4), Query 7: Opened Date of Visit is

(UTC-03:00) City of (b) (6) completed but Date

Buenos Aires of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-22-2020 11:44:46 ACVOPFEINFP6000 |auto query Query 7: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-22-2020 11:44:46 ACVOPFEINFP6000 | auto query Query 6: Answered Answer Auto

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

Buenos Aires

Oct-22-2020 07:09:19 ACVOPFEINFP6000 |(b) (4), (b) Query 6: Reissued:Opened PD RQ2: As per

(UTC-03:00) City of (6) your response,

Buenos Aires Nasal swab was
collected and it was
negative, thus
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

please consider to
update Sample ID
under Nasal Swab
OR Nasal Self
Swab form as
appropriate. Else
clarify.

Oct-21-2020 14:17:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 6: Answered

Nasal swab was
collected and it was
negative

Oct-21-2020 02:38:17
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 6: Reissued:Opened

PD RQL: Thank
you for your
response,
accordingly, please
confirm whether
Nasal Swab OR
Nasal Swab Self
was collected or
not, and enter
details as
appropriate. Else
clarify.

Oct-20-2020 10:42:20
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 6: Answered

Changed data per
query

Oct-09-2020 04:59:21
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 6: Opened

PDQ : Detailsfor
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update
else clarify.

Oct-08-2020 10:43:18
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 6: Candidate

Date of Visitis
completed but Date
of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as

appropriate.
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Sep-29-2020 13:52:28 | ACVOPFEINFPG000 | (b) Query 5: Closed Response satisfies

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

Buenos Aires (b) (6)

Sep-29-2020 12:34:39 | ACVOPFEINFP6000 | (b) Query 5: Answered This date is not the

(UTC-03:00) City of @), correct one

Buenos Aires (b) (6)

Sep-28-2020 17:48:28 ACVOPFEINFP6000 |(b) Query 5: Reissued:Opened Dates of collected

(UTC-03:00) City of (4), haven't been

Buenos Aires (b) (6) reported for both
Nasal Swab Self
and Nasal Swab.
Please review and
update as
appropriate.

Sep-28-2020 14:14:30 | ACVOPFEINFPG000 | (b) Query 5: Answered This date does not

(UTC-03:00) City of (4), correspond

Buenos Aires (b) (6)

Sep-28-2020 13:00:52 | ACVOPFEINFPG000 | (b) Query 5: Opened Date of Visitis

(UTC-03:00) City of (4), completed but Date

Buenos Aires (b) (6) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-28-2020 08:47:32 ACVOPFEINFP6000 | auto query Query 5: 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.

Sep-27-2020 10:20:12 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Sep-25-2020 15:20:19 | ACVOPFEINFPG000 | (b) Query 4: Opened Date of Visitis

(UTC-03:00) City of (4), completed but Date

Buenos Aires (b) (6) of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-25-2020 11:15:57 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.

Sep-25-2020 11:15:57 | ACVOPFEINFP6000 | auto query Query 3: Deleted Close Auto Query

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

Buenos Aires

Sep-23-2020 17:41:15 | 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.

Sep-22-2020 13:52:32 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Sep-22-2020 13:51:19 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Sep-22-2020 13:50:19 | 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
Symptoms form s
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

missing. Please
review and update
as appropriate.

Sep-22-2020 13:50:19 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.

Sep-22-2020 13:50:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of Sep/20/2020

Buenos Aires

2. Erroneous Visit

Date L ocation User Value Reason

Nov-22-2020 19:24:44 | ACVOPFEINFPG000 |(b) Data Entry: New Information

(UTC-03:00) City of @),

Buenos Aires (b) (6)

Oct-23-2020 18:52:33 ACVOPFEINFP6E000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Sep-22-2020 13:50:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Nov/21/2020

Buenos Aires (b) (6)

Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:56:03 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Sep/20/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), Nov/17/2020

Buenos Aires (b) (6)

Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-26-2020 12:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:55:55 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of () (4), (b) (6) Sep/16/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Jan-20-2021 15:56:16 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Jan-20-2021 15:56:16 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6) Date of Last Symptom Resol
ved:
Jan/2/2021

Jan-20-2021 15:56:00 ACVOPFEINFP6000 | auto query Query 2: Opened Last Symptom
(UTC-03:00) City of (autoquery) Resolved dateisa
Buenos Aires future date

compared to when

it was entered.

Please correct.
Jan-20-2021 15:56:00 ACVOPFEINFP6000 |(b) Data Entry: New Information
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6) Date of Last Symptom Resol

ved:
Nov/2/2021

Dec-31-2020 07:14:26 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

ved:

Nov/21/2020

(UTC-03:00) City of query

Buenos Aires

Dec-30-2020 11:22:11 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information
(UTC-03:00) City of (autoquery)

Buenos Aires

Dec-30-2020 11:22:11 | ACVOPFEINFP6000 | Santiago Data Entry: New Information
(UTC-03:00) City of Corradetti NO

Buenos Aires (b) (@) Date of Last Symptom Resol
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Dec-30-2020 05:05:49 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Next visit

(UTC-03:00) City of (b) (6) should be entered

Buenos Aires only if al the
symptoms at this
visit resolved. If
resolved, please
review and update
the date of last
symptom resolved
as appropriate. If
not, please move
details from next
visit into this visit.
Thank you.

Dec-26-2020 11:27:30 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

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

Buenos Aires

Nov-22-2020 19:25:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), NO

Buenos Aires (b) (6) Date of Last Symptom Resol

ved:
Nov/21/2020

Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:56:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:55:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-27-2020 10:35:48 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: New Information

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

Buenos Aires

Date of Last Symptom Resol
ved:

Sep/23/2020
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
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SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

Buenos Aires
4.a
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: FEVER
Buenos Aires (b) (6) Symptom Present: NO
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: FEVER
Buenos Aires (b) (6) Symptom Present:
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Prese Not Applica
nt: ble

Oct-26-2020 12:55:35 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-OS:QO) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present:
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
Buenos Aires Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6)
Oct-26-2020 12:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:55:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.b
Date Location User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-OS:QO) City of 4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s ASED COUGH

Symptom NO

Present:
Nov-22-2020 19:25:00 | ACVOPFEINFPS000 |(b) Data Entry: Initial Entry
(UTC-OB:QO) City of (4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s ASED COUGH

Symptom

Present:
Oct-26-2020 12:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom Not Applicable

Present:
Oct-26-2020 12:55:26 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom

Present:
Sep-22-2020 13:51:19 | ACVOPFEINFPS000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom NEW OR INCRE
Buenos Aires S ASED COUGH
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

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

Form Status: Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:55:26 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.c
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREAS
Buenos Aires (b) (6) ms: ED SHORTNESS O

F BREATH

Sympto NO

m Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREAS
Buenos Aires (b) (6) ms: ED SHORTNESS O
F BREATH
Sympto
m Prese
nt:
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREAS
Buenos Aires ms: ED SHORTNESS O
F BREATH
Sympto Not Applicable
m Prese
nt:
Oct-26-2020 12:55:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREAS
Buenos Aires ms. ED SHORTNESS O
F BREATH
Sympto
m Prese
nt:
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Sympto NEW OR INCREAS
ms: ED SHORTNESS O
F BREATH
Sympto NO

m Prese
nt:

Page 392 of 519

*** Confidential***
FDA-CBER-2021-5683-0858436




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

4.c Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SHORT
Buenos Aires NESS OF BREATH
4.c Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) ()
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:55:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Alires (b) (6) Symptom Present: NO
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) (6) Symptom Present:
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms.  CHILLS
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/21/2020 Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45
Symptom Prese Not Applica
nt: ble
Oct-26-2020 12:55:09 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-OS:QO) City of (b) (6) Symptoms: CHILLS
Buenos Aires Symptom Present:
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:55:09 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4e
Date L ocation User Value Reason
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***
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IN

Dec-26-2020 11:27:21 | ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PA
IN
Sympto YES
m Presen
t:
Nov-22-2020 19:25:52 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms: SED MUSCLE PA
IN
Sympto NO
m Presen
t:
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms: SED MUSCLE PA
IN
Sympto
m Presen
t:
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PA
IN
Sympto Not Applicable
m Presen
t:
Oct-26-2020 12:55:00 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PA
IN
Sympto
m Presen
t:
Oct-03-2020 11:14:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PA

FDA-CBER-2021-5683-0858439
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/21/2020
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Sympto YES
m Presen
t:
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Back to Form

4.e
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC—OS:QO) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires S ED MUSCLE PAIN

Symptom NO

Present:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.e Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSCL
Buenos Aires E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Dec-26-2020 11:27:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Nov-22-2020 19:25:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:55:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Oct-03-2020 11:14:19 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4f
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptom NEW LOSSOF T
Buenos Aires (b) (6) s ASTE OR SMEL
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

L
Symptom NO
Present:
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC—OS:QO) City of (4), Symptom NEW LOSSOF T
Buenos Aires (b) (6) s ASTE OR SMEL
L
Symptom
Present:
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC—O3:QO) City of (b) (6) Symptom NEW LOSSOF T
Buenos Aires S ASTE OR SMEL
L
Symptom Not Applicable
Present:
Oct-26-2020 12:54:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC—OS:QO) City of (b) (6) Symptom NEW LOSSOF T
Buenos Aires s: ASTE OR SMEL
L
Symptom
Present:
Sep-22-2020 13:51:19 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-O3:QO) City of Symptom NEW LOSSOF T
Buenos Aires s: ASTE OR SMEL
L
Symptom NO
Present:

*** Confidential***
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090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.f Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) () NEW LOSS OF TASTE OR SME
Buenos Aires LL
4.f Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:54:50 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
49
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCRE
Buenos Aires (b) (6) ms:; ASED SORE THR
OAT

Sympto YES

m Prese

nt:
Nov-22-2020 19:25:00 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCRE
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Nov/21/2020

Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

ms. ASED SORE THR
OAT

Sympto

m Prese

nt:

Oct-26-2020 12:56:11
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(b) (6) Sympto NEW OR INCRE

ms: ASED SORE THR
OAT

Sympto Not Applicable

m Prese

nt:

Oct-26-2020 12:54:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(b) (6) Sympto  NEW OR INCRE

ms: ASED SORE THR
OAT

Sympto

m Prese

nt:

Sep-22-2020 13:51:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

Sympto NEW OR INCRE

ms: ASED SORE THR
OAT

Sympto YES

m Prese

nt:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.9 Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:54:41 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.h
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: DIARRHE
Buenos Aires (b) (6) A

Symptom Prese YES

nt:
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: DIARRHE
Buenos Aires (b) (6) A
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Header Text: C4591001

on Nov/21/2020

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Symptom Prese
nt:

Oct-26-2020 12:56:11 | ACVOPFEINFPS000 | (b) (4); Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: DIARRHEA
Buenos Aires Symptom Pres Not Applica

ent: ble
Oct-26-2020 12:54:31 | ACVOPFEINFPS000 | (b) (4); DataEntry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms: DIARRHE
Buenos Aires A

Symptom Prese
nt:

Sep-22-2020 13:51:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
Symptoms: DIARRHE
A

Symptom Prese NO
nt:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.h Symptoms:;
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:56:11 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITIN
Buenos Aires (b) (6) G

Symptom Prese NO

nt:
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITIN
Buenos Aires (b) (6) G

Page 404 of 519

*** Confidential***
FDA-CBER-2021-5683-0858448
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

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

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Symptom Prese
nt:

Oct-26-2020 12:56:11 | ACVOPFEINFPS000 | (b) (4); DataEntry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: VOMITING
Buenos Aires Symptom Pres Not Applica

ent: ble
Oct-26-2020 12:54:21 | ACVOPFEINFPE000 | (B) (4); DataEntry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms: VOMITIN
Buenos Aires G

Symptom Prese
nt:

*** Confidential***

Sep-22-2020 13:51:19 | ACVOPFEINFPE000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Symptom Prese NO

nt:
4.i Symptoms:
Date L ocation User Value Reason
Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Nov-22-2020 19:25:52 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:25:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Back to Form

4.i Was symptom present?

Date L ocation User Value Reason

Oct-26-2020 12:56:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:54:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:51:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

5a

Date L ocation User Value Reason

Nov-22-2020 19:26:27 | ACVOPFEINFPG000 |(b) Data Entry: New Information

(UTC-03:00) City of (4), Symptoms- Ot Not Applica | (DELETED)

Buenos Aires (b) (6) her: ble

Oct-26-2020 12:54:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Symptoms- Ot Not Applica

Buenos Aires her: ble

Oct-26-2020 12:53:53 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:51:30 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Symptoms - Oth HEADAC

Buenos Aires er: HE

5.a Symptoms - Other Text:

Date L ocation User Value Reason

Nov-22-2020 19:26:27 | ACVOPFEINFPG000 |(b) Data Entry: New Information

(UTC-03:00) City of @), Not Applicable (DELETED)

Buenos Aires (b) (6)

Oct-26-2020 12:54:00 ACVOPFEINFPE000 | (b) (4). (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:55

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of (b) (4), Not Applicable

. (b) (6)
Buenos Aires
Oct-26-2020 12:53:53 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:51:30 | ACVOPFEINFP6000 ((b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of HEADACHE
Buenos Aires
5b
Date L ocation User Value Reason
Nov-22-2020 19:26:43 | ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-03:00) City of (4), Symptoms- Ot Not Applica | (DELETED)
Buenos Aires (b) (6) her: ble
Oct-26-2020 12:54:08 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms- Ot Not Applica
Buenos Aires her: ble
Oct-26-2020 12:53:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms - Other:
Buenos Aires
Oct-26-2020 12:53:28 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms- Othe MYALGI
Buenos Aires re A
Oct-03-2020 11:14:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms - Othe M¥ALG} |(DELETED)
Buenos Aires re A
Sep-22-2020 13:51:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms - Othe MYALGI
Buenos Aires re A
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status: Data Complete, Frozen

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

5.b Symptoms - Other Text:

Date L ocation User Value Reason
Nov-22-2020 19:26:43 | ACVOPFEINFPG000 |(b) Data Entry: New Information
(UTC-03:00) City of (4), Not Applicable (DELETED)
Buenos Aires (b) (6)
Oct-26-2020 12:54:08 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:53:43 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Oct-26-2020 12:53:28 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) MYALGIA
Buenos Aires
Oct-03-2020 11:14:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) MYALGHA (DELETED)
Buenos Aires
Sep-22-2020 13:51:40 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of MYALGIA
Buenos Aires
5.c
Date L ocation User Value Reason
Nov-22-2020 19:26:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms - Other: headache
Buenos Aires (b) (6)
5.c Symptoms - Other Text:
Date L ocation User Value Reason
Nov-22-2020 19:26:08 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), headache
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

Date L ocation User Value Reason
Nov-22-2020 19:27:26 | ACVOPFEINFP6000 | (b) Form Undel eted New
(UTC-03:00) City of (4), Information
Buenos Aires (b) (6)

Oct-23-2020 18:51:41 | ACVOPFEINFP6000 |(b) (4), Form Deleted Transcription
(UTC-03:00) City of (b) (6) Error
Buenos Aires

Oct-23-2020 18:50:46 | ACVOPFEINFP6000 |(b) (4), Form Undeleted Transcription
(UTC-03:00) City of (b) (6) Error
Buenos Aires

Oct-23-2020 16:57:54 | ACVOPFEINFP6000 |(b) (4), Form Deleted Transcription
(UTC-03:00) City of (b) (6) Error
Buenos Aires

Sep-22-2020 13:52:05 | ACVOPFEINFPB000 |(b) (4), (b) (6) | Form Created

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

Date Location User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFP6000 (b) Form Created

(UTC-03:00) City of (4),

Buenos Aires (b) (6)
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Actual Date of Collection:

(UTC-03:00) City of
Buenos Aires

SWABBED MATERIAL

Date L ocation User Value Reason
Nov-22-2020 19:28:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Nov/21/2020

Buenos Aires (b) ()

Nov-22-2020 19:27:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-23-2020 18:50:57 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-22-2020 13:52:05 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/20/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Nov-22-2020 19:28:01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), SWABBED MATERIAL

Buenos Aires (b) (6)

Nov-22-2020 19:27:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-23-2020 18:51:05 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-22-2020 13:52:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

3. Specimen Collection Location:

Date L ocation User Value Reason
Nov-22-2020 19:28:01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NASOPHARYNX
Buenos Aires (b) (6)
Nov-22-2020 19:27:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:52:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-23-2020 18:51:14 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Nov-22-2020 19:28:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR
Buenos Aires OME CORONAVIRUS 2
Nov-22-2020 19:27:40 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-26-2020 12:52:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable
Buenos Aires
Oct-23-2020 18:50:57 ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Sep-22-2020 13:52:05 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 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

5. Device Type:

Date L ocation User Value Reason
Nov-22-2020 19:28:01 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

Nov-22-2020 19:27:40 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-26-2020 12:52:52 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-23-2020 18:50:57 ACVOPFEINFP6000 [autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-22-2020 13:52:05 ACVOPFEINFP6000 |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
Nov-22-2020 19:28:01 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), ATILA BIOSYSTEMSIAMP

Buenos Aires (b) (6) COVID-19 DETECTION KIT

Nov-22-2020 19:27:40 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-23-2020 18:51:21 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-22-2020 13:52:05 | ACVOPFEINFPG6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

ATILA BIOSYSTEMSIAMP
COVID-19 DETECTION KIT

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

7. Test Result:

Date L ocation User Value Reason
Nov-22-2020 19:28:01 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEGATIVE

Buenos Aires (b) (6)

Nov-22-2020 19:27:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-23-2020 18:51:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-22-2020 13:52:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

8. Comments/Findings/Details:

Date L ocation User Value Reason
Nov-22-2020 19:27:40 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Nov-22-2020 19:27:40 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:52 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Dec/27/2020

Buenos Aires (b) (6)

2. Specimen Type:

Date L ocation User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SWABBED MATERIAL

Buenos Aires (b) (6)

3. Specimen Collection Location:

Date L ocation User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NASOPHARY NX

Buenos Aires (b) (6)

4. Assay Code and Description:

Date Location User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDRO

Buenos Aires ME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Jan-20-2021 15:57:44 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 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Jan-20-2021 15:57:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), ATILA BIOSYSTEMSIAMP

Buenos Aires (b) (6) COVID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Jan-20-2021 15:57:44 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NEGATIVE

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-22-2020 19:28:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

Nov-22-2020 19:28:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-26-2020 12:52:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-26-2020 12:52:18 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-23-2020 12:58:33 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

Oct-22-2020 11:44:46 ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-27-2020 10:18:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

Sep-25-2020 11:15:57 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-22-2020 13:52:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date Location User Value Reason
Nov-22-2020 19:28:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 16:45

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

Buenos Aires

Nov-22-2020 19:28:17 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Oct-26-2020 12:52:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-26-2020 12:52:18 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error

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

Buenos Aires

Oct-23-2020 12:58:33 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Oct-22-2020 11:44:46 ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-27-2020 10:18:39 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Buenos Aires

Sep-25-2020 11:15:57 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:52:20 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-22-2020 19:28:44 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), NO

Buenos Aires (b) (6)

Nov-22-2020 19:28:17 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:33 | ACVOPFEINFP6000 | () (4), (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 16:45

(UTC-03:00) City of (b) (4), Not Applicable

Buenos Aires (b) (6)

Oct-26-2020 12:52:18 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

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

Buenos Aires

Oct-26-2020 12:52:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-26-2020 12:52:08 | ACVOPFEINFPG000 | auto query Query 3: Opened ‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No

Buenos Aires and 'lIf no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Oct-23-2020 16:25:17 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

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

Buenos Aires

Oct-23-2020 12:58:33 ACVOPFEINFP6000 | auto query Query 2: Answered Initial Entry

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

Buenos Aires

Oct-23-2020 12:58:33 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires

Oct-23-2020 05:51:24 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened DM: Please

(UTC-03:00) City of (6) complete thisitem.

Buenos Aires Thank you.

Oct-22-2020 11:44:46 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error

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

Buenos Aires

Sep-28-2020 13:43:50 | ACVOPFEINFP6000 | Rupal N Shah Query 1: Closed Response satisfies

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
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 16:45

Sep-27-2020 10:18:39 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

Sep-25-2020 11:15:57 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Sep-25-2020 11:15:57 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-25-2020 02:41:47 | ACVOPFEINFP6000 | Rupal N Shah Query 1: Opened CLIQUERY: Inthe

(UTC-03:00) City of (b) (4) reason it indicates

Buenos Aires that swab was
collected by team
physician, however,
SWAB_PFE is not
completed. please
complete and
update as
appropriate.

Sep-22-2020 13:52:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

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

Date L ocation User Value Reason

Nov-22-2020 19:28:44 | ACVOPFEINFPGO00 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), sample collected by team phys

Buenos Aires (b) (6) ician

Nov-22-2020 19:28:17 | ACVOPFEINFPG0O00 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-26-2020 12:52:33 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:52:08 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of
Buenos Aires

SAMPLE COLLECT BY TE
AM PHYSICIAN

Oct-23-2020 12:58:33 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: [nitial Entry

(UTC-03:00) City of (6) sample collected by the physic

Buenos Aires ian team

Oct-22-2020 16:56:04 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Buenos Aires

Oct-22-2020 11:44:57 ACVOPFEINFP6000 |auto query Query 1: Answered Transcription Error

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

Buenos Aires

Oct-22-2020 11:44:57 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error

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

Buenos Aires

Oct-21-2020 02:40:39 ACVOPFEINFP6000 ((b) (4), (b) Query 1: Opened As per the comment

(UTC-03:00) City of (6) entered in thisfield

Buenos Aires "SAMPLE
COLLECT BY
TEAM
PHY SICIAN", thus
please confirm
whether
corresponding
Sample ID details
can be entered on
thisform. Else
clarify.

Sep-22-2020 13:52:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Nov-22-2020 19:29:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Nov-22-2020 19:29:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Oct-27-2020 12:41:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-27-2020 12:41:33 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error

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

Buenos Aires

Sep-28-2020 11:23:49 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Sep-28-2020 08:47:32 ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-27-2020 10:20:12 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Sep-23-2020 17:41:15 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:52:32 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date Location User Value Reason

Nov-22-2020 19:29:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

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

Buenos Aires

Nov-22-2020 19:29:09 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Oct-27-2020 12:41:44 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-27-2020 12:41:33 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error

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

Buenos Aires

Sep-28-2020 11:23:49 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Sep-28-2020 08:47:32 ACVOPFEINFPG000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-27-2020 10:20:12 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry

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

Buenos Aires

Sep-23-2020 17:41:15 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:52:32 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-24-2020 12:03:34 | ACVOPFEINFP6000 | auto query Query 8: Closed Close Auto Query

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

Buenos Aires

Nov-23-2020 08:33:56 | ACVOPFEINFP6000 |(b) (4), (b) Query 8: Opened ‘Sample Collected?

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

Buenos Aires barcodes are
entered. Please
review and correct
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

as appropriate.

Nov-22-2020 19:29:21 | ACVOPFEINFP6000 | auto query Query 8: 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-22-2020 19:29:21 | ACVOPFEINFPG0O00 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), YES

Buenos Aires (b) (6) Date of Collection:

Nov/21/2020

Nov-22-2020 19:29:09 | ACVOPFEINFP6000 |(b) Data Entry: Initiad Entry

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-27-2020 12:41:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-27-2020 12:41:33 | ACVOPFEINFP6000 | auto query Query 7: Closed Close Auto Query

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

Buenos Aires

Oct-27-2020 12:41:33 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-27-2020 12:41:19 ACVOPFEINFP6000 |auto query Query 7: Opened 'Sample Collected?

(UTC-03:00) City of (autoquery) is marked as No and

Buenos Aires 'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Oct-09-2020 01:48:20 | ACVOPFEINFP6000 |(b) (4), (b) Query 5: Closed Response satisfies

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

Buenos Aires
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Header Text: C4591001

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

on Nov/21/2020 Audit Trail History

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

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

Argerich

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Oct-08-2020 10:43:57 | ACVOPFEINFP6000 | auto query Query 6: Closed Close Auto Query

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

Buenos Aires

Oct-08-2020 10:43:18 ACVOPFEINFP6000 |auto query Query 6: Opened '‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No and

Buenos Aires 'If no sample was
collected or sample
was not collected
according to
protocol, please
providereason'is
missing. Please
review and update
as appropriate.

Oct-08-2020 10:43:18 ACVOPFEINFPG000 | auto query Query 5: Answered Answer Auto Query

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

Buenos Aires

Oct-08-2020 10:43:18 ACVOPFEINFP6000 |RominaBarrera |DataEntry: Transcription Error

(UTC-03:00) City of (b) (4) NO

Buenos Aires

Oct-07-2020 11:43:33 | ACVOPFEINFP6000 |(b) (4), (b) Query 5: Reissued:Opened DM: 'Sample

(UTC-03:00) City of (6) Collected? is

Buenos Aires marked as Yes.
Hence please
consider to update
the sample collected
barcodes
appropriately.
Thank you.

Oct-05-2020 10:00:28 ACVOPFEINFP6000 |RominaBarrera | Query 5: Answered POT COVID ILL

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

Buenos Aires applicable yet.

Oct-05-2020 04:19:36 | ACVOPFEINFPG000 | Rupal N Shah Query 4: Closed Response satisfies

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

Buenos Aires

Oct-04-2020 03:46:48 | 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
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

as appropriate.

Oct-03-2020 11:15:18 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.

Oct-03-2020 11:15:18 ACVOPFEINFP6000 | auto query Query 4: Answered Transcription Error

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

Buenos Aires

Oct-03-2020 11:15:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires Date of Collection:

Sep/20/2020

Oct-02-2020 03:00:07 | ACVOPFEINFP6000 | Rupa N Shah Query 4: Reissued:Opened CLIQUERY:

(UTC-03:00) City of (b) (4) SELF SWAB CRF

Buenos Aires indicates that the
swab was collected
by team physician.
Please clarify.

Sep-29-2020 12:35:27 | ACVOPFEINFP6000 |(b) Query 4: Answered Thisvisitis not

(UTC-03:00) City of (4), applicable

Buenos Aires (b) (6)

Sep-28-2020 14:20:49 | ACVOPFEINFP6000 | Rupal N Shah Query 4: Reissued:Opened CLIQUERY: please

(UTC-03:00) City of (b) (4) clarify why this

Buenos Aires visitisnot
applicable?if the
swab was not
collected, please
specify reason why
swab was not
collected or else
clary.

Sep-28-2020 14:11:53 | ACVOPFEINFP6000 |(b) Query 4: Answered Original vaueis

(UTC-03:00) City of 4, correct

Buenos Aires (b) (6)

Sep-28-2020 13:31:03 | ACVOPFEINFP6000 | Rupa N Shah Query 4: Opened CLIQUERY: Please

(UTC-03:00) City of (b) (4) clarify the reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

Buenos Aires "thisvisit is not
applicable”.

Sep-28-2020 11:35:41 | ACVOPFEINFP6000 |(b) Query 3: Closed Response satisfies

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

Buenos Aires (b) (6)

Sep-28-2020 11:23:49 ACVOPFEINFP6000 | auto query Query 3: Answered Answer Auto Query

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

Buenos Aires

Sep-28-2020 11:23:49 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

Sep-28-2020 10:11:06 | ACVOPFEINFP6000 |(b) Query 3: Reissued:Opened Thank you for the

(UTC-03:00) City of 4), response. Please

Buenos Aires (b) (6) mark sample
collected as No to
remove the yellow
blank flag. Thank
you.

Sep-28-2020 08:47:32 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-28-2020 08:47:20 | ACVOPFEINFP6000 |(b) (4), Query 3: Answered Thisvisit is not

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

Back to Form

3. Sample Collected?

Date L ocation User Value Reason

Sep-28-2020 07:56:24 | ACVOPFEINFPE000 |(b) (4), (b) Query 3: Opened ‘Sample Collected?

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

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

Sep-27-2020 10:24:47 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Sep-27-2020 10:24:47 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Transcription Error

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

Buenos Aires Date of Collection:

Sep/20/2020

Sep-27-2020 10:20:12 ACVOPFEINFP6000 | auto query Query 3: 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-27-2020 10:20:12 ACVOPFEINFP6000 | auto query Query 2: Opened Date of Collection

(UTC-03:00) City of (autoquery) 26/Aug/2020 is

Buenos Aires different from Date
of Visit 20/Sep
/2020. Please
review and update
as appropriate, €lse
clarify.

Sep-27-2020 10:20:12 ACVOPFEINFP6000 ((b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/26/2020
Sep-23-2020 17:41:15 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

Buenos Aires

Sep-23-2020 17:41:15 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 18:27:22 ACVOPFEINFP6000 |(b) Query 1: Opened ‘Sampl e Collected?

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

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

Sep-22-2020 13:52:32 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-22-2020 13:52:32 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Sep/20/2020

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

Date L ocation User Value Reason

Nov-22-2020 19:29:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-27-2020 12:41:44 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-27-2020 12:41:19 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Oct-08-2020 10:43:57 | ACVOPFEINFP6000 |RominaBarrera |DataEntry: Initial Entry

(UTC-03:00) City of (b) (4) Visit was not applicable. now

Buenos Aires as sample collected

Oct-03-2020 11:15:31 | ACVOPFEINFP6000 | () (4); (b) (6) Data Entry: Transcription Error
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

(UTC-03:00) City of

(b) (4),

Buenos Aires () (6)
Sep-28-2020 08:48:14 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Thisvisit is not applicable
Buenos Aires
5a
Date L ocation User Value Reason
Nov-24-2020 12:03:34 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |ID: BPW868
Buenos Aires
5.aSampleD
Date L ocation User Value Reason
Nov-24-2020 12:03:34 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BPW868
Buenos Aires
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Header Text: C4591001

on Nov/21/2020

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione SPECIA
Buenos Aires (b) (6) r: LIST

Occurrence of Visit NO

sor Contacts:
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione SPECIA
Buenos Aires (b) (6) r: LIST

Occurrence of Visit

sor Contacts:
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitione SPECIA
Buenos Aires r: LIST

Occurrence of Visi Not App

tsor Contacts: licable
Oct-26-2020 12:51:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Type of Practitione SPECIA
Buenos Aires r: LIST

Occurrence of Visit

sor Contacts:
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitione SPECIA
Buenos Aires r: LIST

Occurrence of Visit NO

sor Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

1.a Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:51:37 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1b
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Type of Practiti EMERGEN
Buenos Aires (b) (6) oner: CY ROOM

Occurrence of V NO

isitsor Contacts
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practiti EMERGEN
Buenos Aires (b) (6) oner: CY ROOM

Occurrence of V

istsor Contacts
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti EMERGEN
Buenos Aires oner: CY ROOM
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form Status: Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Occurrence of V Not Applic
isitsor Contacts able

Occurrenceof V NO
isitsor Contacts

Oct-26-2020 12:51:28 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Type of Practiti EMERGEN
Buenos Aires oner: CY ROOM

Occurrenceof V

isitsor Contacts
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practiti EMERGEN
Buenos Aires oner: CY ROOM

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) ()
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:51:28 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1lc
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Typeof Practi PRIMARY C
Buenos Aires (b) (6) tioner: ARE PHY S|
CIAN

Occurrence of NO

Visitsor Cont

acts:
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Typeof Practi PRIMARY C
Buenos Aires (b) (6) tioner: ARE PHY S|
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

CIAN
Occurrence of
Visitsor Cont
acts:
Oct-26-2020 12:51:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OB:QO) City of (b) (6) Type of Practi PRIMARY C
Buenos Aires tioner: ARE PHYSI
CIAN

Occurrence of Not Applicabl
Visitsor Cont e

acts:
Oct-26-2020 12:51:15 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC—OB:QO) City of (b) (6) Type of Practi PRIMARY C
Buenos Aires tioner: ARE PHYSI
CIAN
Occurrence of
Visitsor Cont
acts:
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:QO) City of Typeof Practi PRIMARY C
Buenos Aires tioner: ARE PHYSI
CIAN

Occurrenceof NO
Visitsor Cont

acts:

*** Confidential***

Page 435 of 519

FDA-CBER-2021-5683-0858479




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) ()
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:51:15 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1d
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practition URGEN
Buenos Aires (b) (6) er: T CARE

Occurrence of Vis NO

itsor Contacts:
Nov-22-2020 19:29:49 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practition URGEN
Buenos Aires (b) (6) er: T CARE

Occurrenceof Vis

itsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Nov/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Type of Practition URGEN

Buenos Aires er: T CARE

Occurrence of Vis Not Appli
itsor Contacts: cable

Oct-26-2020 12:51:06 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Type of Practition URGEN
Buenos Aires er: T CARE

Occurrenceof Vis
itsor Contacts:

Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practition URGEN
Buenos Aires er: T CARE

Occurrenceof Vis NO
itsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) ()
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:51:06 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practi TELEPHONE
Buenos Aires (b) (6) tioner: CONSULTAT
ION

Occurrence of NO

Visitsor Cont

acts:
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:QO) City of 4), Type of Practi TELEPHONE
Buenos Aires (b) (6) tioner: CONSULTAT
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Header Text: C4591001

on Nov/21/2020

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 15-Sep-2020 21:53

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

ION
Occurrence of
Visitsor Cont
acts:
Oct-26-2020 12:51:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION

Occurrence of Not Applicabl
Visitsor Cont e

acts:
Oct-26-2020 12:50:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION
Occurrence of
Visitsor Cont
acts:
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION

Occurrenceof NO
Visitsor Cont

acts:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: 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-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:50:56 | ACVOPFEINFPGE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Typeof Practitioner: OTH
Buenos Aires (b) (6) ER

Occurrence of Visitso NO

r Contacts:
Nov-22-2020 19:29:49 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitioner: OTH
Buenos Aires (b) (6) ER
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Nov/21/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Occurrence of Visitso

r Contacts:
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitione OTHER
Buenos Aires r

Occurrence of Visi Not App

tsor Contacts: licable
Oct-26-2020 12:50:38 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Type of Practitioner: OTH
Buenos Aires ER

Occurrence of Visitso

r Contacts:
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitioner: OTH
Buenos Aires ER

Occurrence of Visitso NO

r Contacts:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Sep-22-2020 13:52:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

1.f Occurrence of Visitsor Contacts:

Date L ocation User Value Reason

Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), NO

Buenos Aires (b) ()

Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

Oct-26-2020 12:50:38 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

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

Buenos Aires

Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

2. Other Type of Practitioner Specify:

Date L ocation User Value Reason

Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-26-2020 12:51:44 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

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

Date L ocation User Value Reason
Page 442 of 519
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Nov/21/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Nov-22-2020 19:30:14 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Nov-22-2020 19:29:49 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-26-2020 12:51:44 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-26-2020 12:50:27 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires

Page 443 of 519

*** Confidential***

FDA-CBER-2021-5683-0858487




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Subject No: 12311118
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Nov-22-2020 19:30:55 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES

Buenos Aires S

Nov-22-2020 19:30:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-26-2020 12:50:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-23-2020 18:45:47 ACVOPFEINFP6000 |autocac |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-22-2020 13:52:54 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES

Buenos Aires S

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

Date L ocation User Value Reason
Nov-22-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) DataE |Initial Entry
19:30:55 ntry:

(UTC-03:00) NO

City of

Buenos Aires

Nov-22-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) DataE |Initial Entry
19:30:31 ntry:

(UTC-03:00)

City of

Buenos Aires

Oct-27-2020 | ACVOPFEINFP6000 (b) Query 1 | Response satisfies
16:35:27 (4), : Closed | query
(UTC-03:00) (b) (6)

City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Nov/21/2020

Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1 | Thisisan erroneous

12:41:02 :Answe | visit

(UTC-03:00) red

City of

Buenos Aires

Oct-27-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query 1 | DMW5185153;Was

05:45:39 (b) (4) : Opene |adiagnosis

(UTC-03:00) d obtained for

City of Potential

Buenos Aires COVID-19 llIness?
is not expected to
be Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Oct-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |Initial Entry

12:50:09 ntry:

(UTC-03:00) Not App

City of licable

Buenos Aires

Oct-23-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Transcription Error

18:45:47 ntry:

(UTC-03:00)

City of

Buenos Aires

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE |Initial Entry

13:52:54 ntry:

(UTC-03:00) NO

City of

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason

Nov-22-2020 19:30:55 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), 1

Buenos Aires (b) (6)

Nov-22-2020 19:30:31 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4),

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Nov/21/2020

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Oct-26-2020 12:50:09 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Oct-23-2020 18:45:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Sep-22-2020 13:52:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - 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 16:45

Back to Form

1. Date of Visit

*** Confidential***

Date Location User Value Reason

Mar-02-2021 14:20:27 | ACVOPFEINFP6000 | auto query Query 5: Deleted Close Auto Query

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

Buenos Aires

Mar-02-2021 14:16:44 | ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query

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

Buenos Aires

Mar-02-2021 14:15:33 | ACVOPFEINFP6000 | auto query Query 7: Deleted Close Auto Query

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

Buenos Aires

Mar-02-2021 14:15:15 | ACVOPFEINFP6000 | auto query Query 7: Candidate Erroneous Visitis

(UTC-03:00) City of (autoquery) marked, but date of

Buenos Aires visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within thisvisit as
Not Done/Not
Applicable at the
form level.

Mar-02-2021 14:15:15 | ACVOPFEINFP6000 | auto query Query 6: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Mar-02-2021 14:15:15 | ACVOPFEINFP6000 | auto query Query 5: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Collectionin
both Nasal Swab
Self and Nasal
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Swab are missing.
Please review and
update as

appropriate.

Mar-02-2021 14:15:15
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(6) (@), (b) (6) |DataEntry:

Mar/1/2021

New Information

Jan-22-2021 13:48:16
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) Query 3: Closed

(6)

Response satisfies
query

Jan-22-2021 10:54:34
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Santiago
Corradetti
(b) (4)

Query 3: Answered

| am sorry but the
action that you are
reguesting cannot
be done, as| have
aready explained it.
| have answered this
kind of queries
before, data of item
#3 cannot be erased
if 'erroneous visit' is
marked. Thank you.

Jan-22-2021 03:23:59
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Query 3: Reissued:Opened

DM: Thanks for the
update. Please
remove datafrom
item #3 on DOV via
eraseicon and add
item level Not
Applicable
comment. Refer to
section 4.11 of
completion
guideline or contact
CRA for assistance.

Jan-21-2021 17:49:10
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Santiago
Corradetti
(b) (4)

Query 3: Answered

‘Not applicable’ was
added in all possible
forms. Item #3 of
this form appears
automatically, |
cannot change it
manually. Thank
you.
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Jan-21-2021 12:47:46 | ACVOPFEINFP6000 |(b) (4), Query 4: Deleted erroneous visit

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

Buenos Aires

Jan-21-2021 12:47:27 | ACVOPFEINFPS000 |(b) (4), Query 3: Opened DM: Asuvisitis

(UTC-03:00) City of (b) (6) initiated in error,

Buenos Aires please consider
adding form level
comment "Not
applicable" in all
forms. Thank you.

Jan-20-2021 15:53:04 ACVOPFEINFP6000 | auto query Query 4: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Coallectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Jan-20-2021 15:50:22 ACVOPFEINFP6000 | auto query Query 3: Candidate Erroneous Visitis

(UTC-03:00) City of (autoquery) marked, but date of

Buenos Aires visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within thisvisit as
Not Done/Not
Applicable at the
form level.

Dec-29-2020 13:01:29 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

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

Buenos Aires

Dec-29-2020 12:59:49 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Dec-29-2020 12:58:39 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

(UTC-03:00) City of (autoquery) completed but Date

Buenos Aires of Assessment in
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

the Signsand
Symptoms formis
missing. Please
review and update

as appropriate.

Dec-29-2020 12:58:39 | 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.

Dec-29-2020 12:58:39 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Dec/27/2020

Buenos Aires

2. Erroneous Visit

Date L ocation User Value Reason

Mar-02-2021 14:15:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New Information

(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:50:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (@), ERRONEOUSVISIT

Buenos Aires (b) (6)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-29-2020 12:58:39 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History
Form Status. Data Complete, Frozen

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Mar/1/2021

Buenos Aires

Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Dec/27/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Feb/27/2021

Buenos Aires

Mar-02-2021 14:15:53 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:50:46 | ACVOPFEINFPG000 | (b) DataEntry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of (b) (4), Dec/21/2020

Buenos Aires (b) (6)

3. Symptoms Ongoing?

Date L ocation User Value Reason
Mar-09-2021 10:22:51 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of NO

Buenos Aires Date of Last Symptom Resol

ved:

Mar/6/2021
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of @), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Jan-04-2021 14:27:50 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: New Information
(UTC-03:00) City of NO

Buenos Aires

Date of Last Symptom Resol
ved:

Jan/2/2021
Dec-29-2020 12:59:49 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4a
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

*** Confidential***

Buenos Aires (b) (4), (b) (6) Symptom Present: YES
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: FEVER
Buenos Aires Symptom Present:
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC—O3:QO) City of (4), Symptoms: FEVER
Buenos Aires (b) (6) Symptom Prese Not Applica
nt: ble

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of 4, Symptoms: FEVER
Buenos Aires (b) (6) Symptom Present:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OS:QO) City of Symptoms: FEVER
Buenos Aires Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) () FEVER
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Transcription Error
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of (b) (4), (b)
Buenos Aires (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4b
Date Location User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC—OS:QO) City of Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom NO

Present:
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OS:QO) City of Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom

Present:
Jan-20-2021 15:50:46 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-OB:QO) City of (4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s ASED COUGH

Symptom Not Applicable

Present:
Jan-20-2021 15:50:37 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:QO) City of (4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s ASED COUGH

Symptom

Present:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OB:QO) City of Symptom NEW OR INCRE
Buenos Aires s ASED COUGH

Symptom NO

Present:
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.b Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.c
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREAS
Buenos Aires ms: ED SHORTNESS O
F BREATH

Sympto NO

m Prese

nt:
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREAS

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Audit Trail History

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6) ms: ED SHORTNESS O
F BREATH
Sympto
m Prese
nt:
Jan-20-2021 15:50:46 | ACVOPFEINFPS000 |(b) DataEntry: Initial Entry
(UTC-03:QO) City of (4), Sympto NEW OR INCREAS
Buenos Aires (b) (6) ms:; ED SHORTNESS O
F BREATH
Sympto Not Applicable
m Prese
nt:
Jan-20-2021 15:50:37 ACVOPFEINFP6000 |(b) DataEntry: Transcription Error
(UTC-OS:QO) City of (4), Sympto NEW OR INCREAS
Buenos Aires (b) (6) ms: ED SHORTNESS O
F BREATH
Sympto
m Prese
nt:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OB:QO) City of Sympto NEW OR INCREAS
Buenos Aires ms: ED SHORTNESS O
F BREATH
Sympto NO
m Prese
nt:
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.c Symptoms:

Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SHORTN

Buenos Aires ESS OF BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

4d

Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-OS:QO) City of Symptoms: CHILLS

Buenos Alres Symptom Present: NO

Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS

Buenos Alres Symptom Present:

Jan-20-2021 15:50:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (®) () Symptoms.  CHILLS
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6) | Symptom Prese Not Applica

nt: ble
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) (6) Symptom Present:
Dec-29-2020 12:59:49 | ACVOPFEINFPS000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: CHILLS
Buenos Aires Symptom Present: NO
4.d Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHILLS
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4e
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

(UTC-03:00) City of
Buenos Aires

Sympto  NEW OR INCREA
ms: SED MUSCLE PAI
N

Sympto YES
m Presen
t:

Date Location User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PAI
N
Sympto NO
m Presen
t:
Mar-02-2021 14:15:53 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-OB:QO) City of Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PAI
N
Sympto
m Presen
t:
Jan-20-2021 15:50:46 ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-OB:QO) City of (4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms: SED MUSCLE PAI
N
Sympto Not Applicable
m Presen
t:
Jan-20-2021 15:50:37 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC—OS:QO) City of (4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms; SED MUSCLE PAI
N
Sympto
m Presen
t:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

4.e Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSCL
Buenos Aires E PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4f
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:QO) City of Symptom NEW LOSSOF T
Buenos Aires s ASTE OR SMELL

Symptom NO

Present:
Mar-02-2021 14:15:53 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom NEW LOSSOF T
Buenos Aires
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

s ASTE OR SMELL

Symptom

Present:
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 |(b) DataEntry: Initial Entry
(UTC-03:00) City of (4), Symptom NEW LOSSOF T
Buenos Aires (b) (6) s ASTE OR SMELL

Symptom Not Applicable

Present:
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Symptom NEW LOSSOF T
Buenos Aires (b) (6) s ASTE OR SMELL

Symptom

Present:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom NEW LOSSOF T
Buenos Aires s ASTE OR SMELL

Symptom NO

Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.f Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SME
Buenos Aires LL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
49
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREA
Buenos Aires ms: SED SORE THRO
AT

Sympto YES

m Presen

t:
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto NEW OR INCREA
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Header Text: C4591001

on Mar/01/2021

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6) ms: SED SORE THRO
AT
Sympto
m Presen
t:
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) DataEntry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms:; SED SORE THRO
AT
Sympto Not Applicable
m Presen
t:
Jan-20-2021 15:50:37 ACVOPFEINFPE000 |(b) Data Entry: Transcription Error
(UTC-OS:QO) City of (4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms: SED SORE THRO
AT
Sympto
m Presen
t:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Sympto  NEW OR INCREA
Buenos Aires ms: SED SORE THRO
AT
Sympto YES
m Presen
t:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.9 Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4h
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPS000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A

Symptom Prese NO

nt:
Mar-02-2021 14:15:53 | ACVOPFEINFPS000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Audit Trail History

Form Status: Data Complete, Frozen

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Symptom Prese
nt:

Symptom Prese NO
nt:

Jan-20-2021 15:50:46 | ACVOPFEINFPS000 |(b) DataEntry: Initial Entry
(UTC-OS:QO) City of (4), Symptoms: DIARRHEA
Buenos Aires (b) (6) Symptom Prese Not Applica

nt: ble
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4), Symptoms: DIARRHE
Buenos Aires (b) (6) A

Symptom Prese

nt:
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.h Symptoms:
Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) DIARRHEA
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.
Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Symptom Presen NO

t:
Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Page 466 of 519

*** Confidential***
FDA-CBER-2021-5683-0858510



090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:29

Audit Trail History

Form Status: Data Complete, Frozen

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Symptom Presen
t:

Symptom Presen
t:

Jan-20-2021 15:50:46 ACVOPFEINFPE000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of (4), Symptoms: VOMITING
Buenos Aires (b) (6) Symptom Prese Not Applica

nt: ble
Jan-20-2021 15:50:37 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Symptoms: VOMITIN
Buenos Aires (b) (6) G

Dec-29-2020 12:59:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6)

Data Entry:
Symptoms: VOMITIN
G

Symptom Presen NO
t:

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:29

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

4.i Symptoms:

Date L ocation User Value Reason
Dec-29-2020 12:59:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) VOMITING

Buenos Aires

4.i Was symptom present?

Date L ocation User Value Reason
Mar-02-2021 14:16:44 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Mar-02-2021 14:15:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:50:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 12:59:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

5.a

Date L ocation User Value Reason
Jan-20-2021 15:50:37 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of 4), Symptoms - Other:

Buenos Aires (b) (6)

Dec-29-2020 13:00:04 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptoms - Other: headache

Buenos Aires

5.a Symptoms - Other Text:

Date L ocation User Value Reason
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Header Text: C4591001

on Mar/01/2021

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Jan-20-2021 15:50:37 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:00:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of headache

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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 16:45

Back to Form

Date L ocation User Value Reason
Dec-29-2020 13:00:46 ACVOPFEINFP6000 ((b) (4), Form Created
(UTC-03:00) City of (b) (6)

Buenos Aires
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Actual Date of Collection:

(UTC-03:00) City of
Buenos Aires

SWABBED MATERIAL

Date L ocation User Value Reason
Mar-02-2021 14:18:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Mar/1/2021

Buenos Aires

Mar-02-2021 14:18:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:51:29 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:00:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Dec/27/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Mar-02-2021 14:18:58 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of SWABBED MATERIAL

Buenos Aires

Mar-02-2021 14:18:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:51:40 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Dec-29-2020 13:00:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

3. Specimen Collection Location:

Date L ocation User Value Reason
Mar-02-2021 14:18:58 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
Mar-02-2021 14:18:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:52:16 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:51:55 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Dec-29-2020 13:00:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARY NX
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Mar-02-2021 14:18:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR
Buenos Aires OME CORONAVIRUS 2
Mar-02-2021 14:18:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
Buenos Aires
Jan-20-2021 15:52:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable
Buenos Aires
Jan-20-2021 15:51:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Dec-29-2020 13:00:46 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 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

5. Device Type:

Date L ocation User Value Reason
Mar-02-2021 14:18:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

Mar-02-2021 14:18:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Jan-20-2021 15:52:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Jan-20-2021 15:51:29 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Dec-29-2020 13:00:46 ACVOPFEINFP6000 |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
Mar-02-2021 14:18:58 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of ATILA BIOSYSTEMSIAMP

Buenos Aires COVID-19 DETECTION KIT

Mar-02-2021 14:18:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:51:47 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:00:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

ATILA BIOSYSTEMSIAMP
COVID-19 DETECTION KIT
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

7. Test Result:

Date L ocation User Value Reason
Mar-02-2021 14:18:58 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

Mar-02-2021 14:18:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:52:04 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Dec-29-2020 13:00:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NEGATIVE

Buenos Aires

8. Comments/Findings/Details:

Date L ocation User Value Reason
Mar-02-2021 14:18:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

9. Trade Name Other, Specify:

Date L ocation User Value Reason
Mar-02-2021 14:18:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Not Applicable

Buenos Aires (b) (6)
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Header Text: C4591001

on Mar/01/2021

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

*** Confidential***

1. Data Origin

Date L ocation User Value Reason

Mar-02-2021 14:19:58 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Mar-02-2021 14:19:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Jan-20-2021 15:52:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Jan-20-2021 15:52:35 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Dec-29-2020 13:01:17 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-02-2021 14:19:58 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Mar-02-2021 14:19:36 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Jan-20-2021 15:52:50 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Jan-20-2021 15:52:35 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Dec-29-2020 13:01:17 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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 16:45

(UTC-03:00) City of
Buenos Aires

(autocalc)

NASAL_SWAB_SELF

3. Sample Collected?

Date L ocation User Value Reason
Mar-02-2021 14:19:58 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Mar-02-2021 14:19:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:50 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:52:35 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:01:17 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

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

Date L ocation User Value Reason
Mar-02-2021 14:19:58 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initia Entry
(UTC-03:00) City of sample collected by ateam phy

Buenos Aires sician

Mar-02-2021 14:19:36 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:52:50 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:52:42 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)
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Header Text: C4591001

on Mar/01/2021

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

eCRF Audit Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Dec-29-2020 13:01:17
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
sample collected by ateam phy
sician

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-02-2021 14:20:27 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Mar-02-2021 14:20:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Jan-20-2021 15:53:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Jan-20-2021 15:53:04 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Dec-29-2020 13:01:29 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-02-2021 14:20:27 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

Mar-02-2021 14:20:11 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

Jan-20-2021 15:53:15 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Jan-20-2021 15:53:04 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error

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

Buenos Aires

Dec-29-2020 13:01:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-03-2021 15:38:16 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Mar-03-2021 08:31:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened 'Sample Collected?

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

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

Mar-02-2021 14:20:27 | 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.

Mar-02-2021 14:20:27 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:

Mar/1/2021
Mar-02-2021 14:20:11 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-21-2021 04:35:23 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Jan-20-2021 15:53:15 | ACVOPFEINFPG0O00 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:53:04 ACVOPFEINFP6000 | auto query Query 1: Answered Answer Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

Jan-20-2021 15:53:04 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Jan-19-2021 08:58:06 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened Thank you for
(UTC-03:00) City of (6) response. Please
Buenos Aires note since sample
collected is marked
yes on this CRF
barcode must be
entered. Please
consider to enter
Sample ID as
appropriate.
Jan-18-2021 11:15:06 ACVOPFEINFP6000 ((b) (4), (b) Query 1: Answered The samples that
(UTC-03:00) City of (6) were taken from
Buenos Aires swabbing for their
corresponding
microbiological
analysis correspond
to the necessary
studies according to
local entities.
Jan-18-2021 02:11:13 | ACVOPFEINFPG000 |(b) (4), Query 1: Reissued:Opened DM : Thank you for
(UTC-03:00) City of (b) (6) the response. Please
Buenos Aires review and consider
to update the
barcodes.
Elseclarify.
Jan-15-2021 17:05:29 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered The samples that
(UTC-03:00) City of (6) were taken from
Buenos Aires swabbing for their
corresponding
microbiological
analysis correspond
to the necessary
studies according to
local entities.
Dec-30-2020 04:11:37 | 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
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12311118
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 16:45

review and correct

Dec-29-2020 13:01:29
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG6000

as appropriate.
auto query Query 1: Candidate '‘Sample Collected?
(autoquery) is Yes, however no

barcodes are
entered. Please
review and correct

as appropriate.
Dec-29-2020 13:01:29 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initia Entry
(UTC-03:00) City of YES
Buenos Aires Date of Collection:

Dec/27/2020

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

Date L ocation User Value Reason
Mar-02-2021 14:20:11 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:53:15 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Not Applicable
Buenos Aires (b) (6)
5a
Date Location User Value Reason
Mar-03-2021 15:38:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample|D: BR1ZZY
Buenos Aires
5.aSample D
Date Location User Value Reason
Mar-03-2021 15:38:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BR1ZzY
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

la
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitione SPECIA
Buenos Aires r LIST

Occurrence of Visit NO

sor Contacts:
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitione SPECIA
Buenos Aires r LIST

Occurrence of Visit

sor Contacts:
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione SPECIA
Buenos Aires (b) (6) r: LIST

Occurrenceof Visi Not App

tsor Contacts: licable
Jan-20-2021 15:53:34 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Type of Practitione SPECIA
Buenos Aires (b) (6) r: LIST

Occurrence of Visit
sor Contacts:

Dec-29-2020 13:01:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitione SPECIA
Buenos Aires r: LIST

Occurrence of Visit NO

sor Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-29-2020 13:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

1.a Occurrence of Visits or Contacts:

*** Confidential***

Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:20:41 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:54:35 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:53:34 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Dec-29-2020 13:01:46 | ACVOPFEINFPS000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1b
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practiti EMERGEN
Buenos Aires oner: CY ROOM

Occurrence of V NO

isitsor Contacts
Mar-02-2021 14:20:41 | ACVOPFEINFPS000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Typeof Practiti EMERGEN
Buenos Aires oner: CY ROOM

Occurrence of V

istsor Contacts
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practiti EMERGEN
Buenos Aires (b) (6) oner: CY ROOM

Page 483 of 519

FDA-CBER-2021-5683-0858527




090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/01/2021

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Occurrence of V Not Applic
isitsor Contacts able

Jan-20-2021 15:53:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 |(b) Data Entry: Transcription Error
(4), Type of Practiti EMERGEN
(b) (6) oner: CY ROOM

Occurrenceof V
isitsor Contacts

Dec-29-2020 13:01:46
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
Type of Practiti EMERGEN
oner: CY ROOM

Occurrenceof V NO
isitsor Contacts
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-29-2020 13:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) EMERGENCY ROOM
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:53:43 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
lc
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practi PRIMARY C
Buenos Aires tioner: ARE PHY S
CIAN

Occurrence of NO

Visitsor Cont

acts.
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practi PRIMARY C
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/01/2021

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6) tioner: ARE PHYSI
CIAN
Occurrence of
Visitsor Cont
acts:
Jan-20-2021 15:54:35 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Typeof Practi PRIMARY C
Buenos Aires (b) (6) tioner: ARE PHY S|
CIAN

Occurrence of Not Applicabl
Visitsor Cont e

acts:
Jan-20-2021 15:53:53 ACVOPFEINFP6000 |(b) DataEntry: Transcription Error
(UTC-03:00) City of 4), Type of Practi PRIMARY C
Buenos Aires (b) (6) tioner: ARE PHY S|
CIAN
Occurrence of
Visitsor Cont
acts:
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:QO) City of Type of Practi PRIMARY C
Buenos Aires tioner: ARE PHYSI
CIAN

Occurrenceof NO
Visitsor Cont
acts:
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090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-29-2020 13:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHY SICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date Location User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:53:53 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1d
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practition URGEN
Buenos Aires er: T CARE

Occurrence of Vis NO

itsor Contacts:
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practition URGEN
Buenos Aires er: T CARE
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Occurrenceof Vis
itsor Contacts:

Jan-20-2021 15:54:35
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 | (b)
(4),
(b) (6)

Data Entry:
Type of Practition URGEN
er: T CARE

Occurrence of Vis Not Appli
itsor Contacts:  cable

Initia Entry

Jan-20-2021 15:54:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 | (b)
(4),
(b) (6)

Data Entry:
Type of Practition URGEN
er: T CARE

Occurrenceof Vis
itsor Contacts:

Transcription Error

Dec-29-2020 13:01:46
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) (6)

Data Entry:
Type of Practition URGEN
er: T CARE

Occurrenceof Vis NO
itsor Contacts:

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-29-2020 13:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) URGENT CARE
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:54:02 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION

Occurrence of NO

Visitsor Cont

acts.
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practi TELEPHONE
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/01/2021

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6) tioner: CONSULTAT
ION
Occurrence of
Visitsor Cont
acts:
Jan-20-2021 15:54:35 | ACVOPFEINFPS000 |(b) DataEntry: Initial Entry
(UTC-03:00) City of (4), Type of Practi TELEPHONE
Buenos Aires (b) (6) tioner: CONSULTAT
ION

Occurrence of Not Applicabl
Visitsor Cont e

acts:
Jan-20-2021 15:54:09 ACVOPFEINFP6000 |(b) DataEntry: Transcription Error
(UTC-03:00) City of (4), Type of Practi TELEPHONE
Buenos Aires (b) (6) tioner: CONSULTAT
ION
Occurrence of
Visitsor Cont
acts:
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION

Occurrenceof NO
Visitsor Cont
acts:
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Header Text: C4591001

on Mar/01/2021

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 10-Dec-2020 02:26

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-29-2020 13:01:46 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) TELEPHONE CONSULTATION
Buenos Aires
1.e Occurrence of Visits or Contacts:
Date Location User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
Mar-02-2021 14:20:41 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:54:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable
Buenos Aires (b) (6)
Jan-20-2021 15:54:09 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,
Buenos Aires (b) (6)
Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practitioner: OTH
Buenos Aires ER

Occurrence of Visitso NO

r Contacts:
Mar-02-2021 14:20:41 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Type of Practitioner: OTH
Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

ER

Occurrence of Visitso

r Contacts:
Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione OTHER
Buenos Aires (b) (6) r:

Occurrenceof Visi Not App

tsor Contacts: licable
Jan-20-2021 15:54:17 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4), Type of Practitioner: OTH
Buenos Aires (b) (6) ER

Occurrence of Visitso

r Contacts:
Dec-29-2020 13:01:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Typeof Practitioner: OTH
Buenos Aires ER

Occurrence of Visitso NO

r Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-29-2020 13:01:46 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 Location User Value Reason
Mar-02-2021 14:21:01 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:54:35 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:54:17 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:01:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Other Type of Practitioner Specify:

Date L ocation User Value Reason
Mar-02-2021 14:20:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:54:35 ACVOPFEINFP6E000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

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

Date L ocation User Value Reason

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Mar-02-2021 14:21:01 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

Mar-02-2021 14:20:41 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:54:35 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:54:26 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Dec-29-2020 13:01:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires
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Header Text: C4591001

on Mar/01/2021

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-02-2021 14:21:51 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES
Buenos Aires S
Mar-02-2021 14:21:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
Buenos Aires
Jan-20-2021 15:55:14 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable
Buenos Aires
Jan-20-2021 15:54:50 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Dec-29-2020 13:02:04 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES
Buenos Aires S
2. Was a diagnosis obtained for Potential COVID-19 |lIness?
Date L ocation User Value Reason
Mar-02-2021 14:21:51 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initia Entry
(UTC-03:00) City of YES
Buenos Aires Respiratory IlIness Diagnosis

common acute pharyngitis

Date of Diagnosis:

Mar/2/2021
Mar-02-2021 14:21:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of
Buenos Aires
Jan-20-2021 15:55:14 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/01/2021

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6)

Jan-20-2021 15:54:50 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:02:04 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Mar-02-2021 14:21:51 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 1

Buenos Aires

Mar-02-2021 14:21:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of

Buenos Aires

Jan-20-2021 15:55:14 ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Not Applicable

Buenos Aires (b) (6)

Jan-20-2021 15:55:07 | ACVOPFEINFP6000 | (b) Data Entry: Transcription Error
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Dec-29-2020 13:02:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 1

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_CONVA 1- Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Nov/30/2020 Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-30-2020 09:50:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/30/2020

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Nov-30-2020 09:50:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID_A1l

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

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

Subject No: 12311118
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason
Nov-30-2020 09:50:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date Location User Value Reason
Nov-30-2020 09:50:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Dec-01-2020 11:08:29 ACVOPFEINFP6000 |autoquery | Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Dec-01-2020 05:41:48 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.
Nov-30-2020 09:50:48 ACVOPFEINFP6000 |autoquery | Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Nov-30-2020 09:50:48 ACVOPFEINFP6000 |(b) (4), Data Entry: [nitial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:

Nov/30/2020
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

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

Subject No: 12311118
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

5.a

Date L ocation User Value Reason
Dec-01-2020 11:08:29 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BPWSTC

Buenos Aires

5.a Sample D

Date L ocation User Value Reason
Dec-01-2020 11:08:29 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BPWSTC

Buenos Aires

5b

Date L ocation User Value Reason
Dec-01-2020 11:09:43 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample | D: BRVP3J

Buenos Aires

5.b Sample ID

Date L ocation User Value Reason
Dec-01-2020 11:09:43 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRVP3J

Buenos Aires

5.c

Date L ocation User Value Reason
Dec-01-2020 11:12:51 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample |D: BRVP3C

Buenos Aires

5.c Sample D

Date Location User Value Reason
Dec-01-2020 11:12:51 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BRVP3C

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_CONVA 2 - Unscheduled  Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Jan/14/2021 Trail History

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Jan-14-2021 14:20:02 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Jan/14/2021
Buenos Aires (b)

(6)
3. COVID-19 llIness Visit:
Date Location User Value Reason
Jan-14-2021 14:20:02 ACVOPFEINFPGE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), CovID _B1
Buenos Aires (b)

(6)

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Jan/14/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

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

Form Status. Data Complete, Frozen, Verified

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

Argerich

Subject Initials; ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Data Origin

Date L ocation User Value Reason

Jan-14-2021 14:20:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date Location User Value Reason

Jan-14-2021 14:20:11 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date Location User Value Reason

Jan-15-2021 14:20:31 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Jan-15-2021 00:35:40 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-14-2021 14:20:11 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-14-2021 14:20:11 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Jan/14/2021
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled
Visit on Jan/14/2021

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

Subject No: 12311118
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

5a

Date Location User Value Reason
Jan-15-2021 14:20:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BPTCOG

Buenos Aires (b) (6)

5.a Sample D

Date L ocation User Value Reason
Jan-15-2021 14:20:31 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), BPTCOG

Buenos Aires (b) (6)

5b

Date L ocation User Value Reason
Jan-15-2021 14:25:47 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample 1D: BRYT4B

Buenos Aires

5.b Sample ID

Date L ocation User Value Reason
Jan-15-2021 14:25:47 ACVOPFEINFP6000 ((b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRYT4B

Buenos Aires

5.c

Date L ocation User Value Reason
Jan-15-2021 15:41:20 ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample |D: BRYT44

Buenos Aires (b) (6)

5.c Sample D

Date Location User Value Reason
Jan-15-2021 15:41:20 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, BRYT44

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-09-2020 13:23:52 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Oct/8/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-09-2020 13:23:52 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date Location User Value Reason
Oct-09-2020 13:23:52 ACVOPFEINFP6000 |(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: 12311118
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 16:45

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Feb-24-2021 10:41:50 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(6) Feb/24/2021
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form Version: 10-Dec-2020 02:25
Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

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

Date L ocation User Value Reason
Feb-24-2021 10:41:58 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Participant iswilling to return for
Buenos Aires Vaccination 3

Participant is:

eligible and NOT confirmed to
have received only placebo at V
accination 1/2
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Form Created
(UTC-03:00) City of (ﬁ)' 2
Buenos Aires ®) (6)
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Locked, Frozen, Not Complete

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Category:

Date Location User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE |D:

Date Location User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |autocac |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-07-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
02:56:37 2: Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Dec-04-2020 | ACVOPFEINFP6000 (b) (4), Data | Transcription Error
10:33:32 (b) (6) Entry
(UTC-03:00) :
City of worse
Buenos Aires ning o
f renal
lithias
is
Dec-04-2020 | ACVOPFEINFP6000 auto query Query | Changed Information
08:38:16 (autoquery) 2: An
(UTC-03:00) swere
City of d
Buenos Aires
Dec-04-2020 | ACVOPFEINFPG000 (b) (4), (b) Data |Changed Information
08:38:16 (6) Entr
(UTC-03:00) N
City of Worse
Buenos Aires ning o
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

f kidn
ey sto
nes
Dec-02-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Nephrolithiasisis
01:33:31 2: Rei |already recorded in
(UTC-03:00) ssued: | MEDHX as ongoing
City of Opene | since 2015.As
Buenos Aires d confirmed 'lt is not
interpreted as a
worsening of
nephrolithiasis,
please remove this
duplication from the
AE log. Or clarify.
Dec-01-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies
08:31:56 3: Clo | query
(UTC-03:00) sed
City of
Buenos Aires
Nov-30-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Itisnot interpreted as
16:51:55 (6) 2: An | aworsening of
(UTC-03:00) swere | nephrolithiasis, on
City of d 11/24 aclarifying
Buenos Aires form was sent. Thank
you.
Nov-30-2020 | ACVOPFEINFP6000 Giselle Cadtillo Query | Response satisfies
09:56:22 (b) (4) 1. Clo |query
(UTC-03:00) sed
City of
Buenos Aires
Nov-30-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | DM : Nephrolithiasis
02:05:09 2: Rel | [UNK/UNK/2015 -
(UTC-03:00) ssued: | Ongoing] is recorded
City of Opene | on MH page.
Buenos Aires d However,

Nephrolithiasisis also
recorded on AE log
form. Please confirm,
If this conditionis
worsening , if yes,
Please add prefix as
"Worsening" to the
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SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

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

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

AE term. Elsg, clarify.
Nov-27-2020 | ACVOPFEINFP6000 (b) (4), Query | On 26 Nov, the SAE
13:41:22 (b) (6) 3:An | follow-up form was
(UTC-03:00) swere | sent with the updated
City of d term, "The term SAE
Buenos Aires is updated to
NEFROLITHIASIS".
Thank you.
Nov-27-2020 | ACVOPFEINFP6000 (b) (4), Query | The history of
13:35:35 (b) (6) 2: An | nephrolithiasis was an
(UTC-03:00) swere |isolated episodein
City of d 2018. Itisnot
Buenos Aires interpreted as a
worsening since the
patient was
asymptomatic without
lithiasis until this last
episode.
Nov-27-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | SAE RECON:
06:59:43 3: Op | AER#2020464658,the
(UTC-03:00) ened |term wasreported as
City of 'ACUTE RENAL
Buenos Aires COLIC' in Safety
database while
recorded as
‘Nephrolithiasis in
AE CRF. Please
confirm correct
term.If safety update
isrequired, please
submit afollow-up
form.
Nov-27-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFE SDQ PROD Query | The AE
03:05:34 (b) (4) 2: Op | Nephrolithiasiswas
(UTC-03:00) ened |reported but isalso
City of listed in Medical
Buenos Aires History. Please clarify
if thisisaworsening
of the baseline
condition, and if so,
please consider
adding "worsening"
tothe AEterm. AE as
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

baseline conditions
should only be
reported as AEs if
they worsen.
(b) (4)
Nov-26-2020 | ACVOPFEINFP6000 auto query Query | New Information
16:52:00 (autoquery) 1: An
(UTC-03:00) swere
City of d
Buenos Aires
Nov-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |New Information
16:52:00 Entry
(UTC-03:00) .
City of Nephr
Buenos Aires olithia
sis
Nov-25-2020 | ACVOPFEINFP6000 Giselle Castillo Query | Per narrative, the
15:03:50 (b) (4) 1: Op |participant had afina
(UTC-03:00) ened |diagnosisof "uretera
City of lithiasis." Kindly
Buenos Aires revise and update AE
log with reported
diagnosis. Thank you.
Nov-24-2020 | ACVOPFEINFP6000 (b) (4), Data |Initial Entry
09:07:16 (b) (6) Entry
(UTC-03:00) :
City of acute
Buenos Aires renal
colic
4, Start Date Time:
Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of ), Nov/21/2020 17:00
Buenos Aires ®)©)
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Nov-27-2020 13:57:40 ACVOPFEINFPGE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires End Date Time:

Nov/27/2020 12:10
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (f?‘ ) 3
Buenos Aires ®©)

7. |sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

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

Date L ocation User Value Reason
Dec-02-2020 18:38:04 | ACVOPFEINFPE000 |(b) (4), Query 2: Closed Query closed; will
(UTC-03:00) City of (b) (6) follow for SAE
Buenos Aires update with the
requested COVID
test info
Dec-02-2020 17:23:20 | ACVOPFEINFPG000 |(b) (4), (b) Query 2: Answered Tracking form was
(UTC-03:00) City of (6) sent on 11/30/2020.
Buenos Aires Thank you.
Dec-01-2020 23:06:32 ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened Clinical — Thank
(UTC-03:00) City of (b) (6) you. If NO hospital
Buenos Aires COVID test was
performed is known,
please submit this
information on a
follow-up SAE
form, as pertinent
information for this
tria; thisisaDMC
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

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

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 16:45

request.

Nov-30-2020 16:53:44
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) Query 2: Answered No test was

(6) performed for Covid
because the adverse
event is not
associated with
Covid disease, in
addition the patient
did not present
symptoms of Covid
disease. Thank you.

Nov-30-2020 01:45:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), Query 2: Opened Clinical COVID test
(b) (6) status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2020464658] to
document if COVID
testing was
performed (YES/NO
or info not available)
and if YES, the date

and resullts.
Nov-25-2020 07:03:23 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-24-2020 09:07:16 ACVOPFEINFP6000 | auto query Query 1: Candidate For AE acute rena
(UTC-03:00) City of (autoquery) colic: Response to
Buenos Aires "Is the adverse event
serious?’ is'Yes but
"Serious Adverse
Event Number" is
blank.
Nov-24-2020 09:07:16 | 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 bir
th defect?

NO
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES
Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Isthis serious event life threate
ning?

NO

Other medically important seri
ous 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
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (g), ) NO

Buenos Aires () ©)

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-27-2020 10:30:36 | ACVOPFEINFP6000 | Santiago Data Entry: Transcription Error

(UTC-03:00) City of
Buenos Aires

Corradetti
(b) (4)

NOT RELATED
If Not Related to study treatme
nt(s), this event is due to:
OTHER

If Other, specify:

*** Confidential***
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 16:45

Nephrolithiasis
Nov-24-2020 09:07:16 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatme
nt(s), this event is due to:
OTHER
If Other, specify:
rend lithiasis
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)' ) NOT APPLICABLE
Buenos Aires ®®)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)' ) YES
Buenos Aires ®®
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (ﬁ)’ ) NO
Buenos Aires ) (®)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-27-2020 13:58:43 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-27-2020 13:58:43 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) RECOVERED/RESOLVED
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12311118
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: -
Generated Time (GMT): 29-Mar-2021 16:45

Buenos Aires (b) (4), (b) (6)

Nov-27-2020 13:57:40 | ACVOPFEINFPE000 |auto query | Query 1: Opened For AE

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

Buenos Aires Response to "What
was the outcome of
this adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
is present.

Nov-24-2020 09:07:16 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) RECOVERING/RESOLVING

Buenos Aires

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

Date L ocation User Value Reason

Nov-24-2020 09:07:16 ACVOPFEINFP6000 |(b) Data Entry: Initia Entry

(UTC-03:00) City of (ﬁ)’ ) NO

Buenos Aires () (®)

15. Serious Adverse Event Number: For Pfizer Use Only

Date L ocation User Value Reason

Nov-25-2020 07:03:23 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) 2020464658

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

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

Subject No: 12311118 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 16:45

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Feb-24-2021 10:41:40 ACVOPFEINFP6000 ((b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Feb/24/2021

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Feb-24-2021 10:41:40 ACVOPFEINFPG000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) ASSESSELIGIBILITY FOR AD

Buenos Aires DITIONAL VACCINATION

090177e196ae2e9a\Final\Final On: 01-Apr-2021 03:18 (GMT)
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Header Text: C4591001

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

Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Subject Status

Date L ocation User Value Reason

Mar-17-2021 06:13:35 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Buenos Aires

Mar-16-2021 14:34:44 | ACVOPFEINFP6000 | Adolfo Gonzalez | Query 1: Answered the subject came to

(UTC-03:00) City of (b) (4) thevisit 4 days

Buenos Aires OOW dueto
personal reasons,
the visit is aready
uploaded, thank
you

Mar-16-2021 08:55:22 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened DM: Visit4is

(UTC-03:00) City of (b) (6) overdue based on

Buenos Aires expected visit
window. Please
enter dataor, if
visit will never
occur, mark Date of
Visit as‘Not Done
with form level
comment. If
subject is no longer
inthetrial,
complete the
Disposition FUP
form.

Oct-09-2020 13:23:52 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) FOLLOW-UP

Buenos Aires

Aug-13-2020 13:29:18 | ACVOPFEINFPG000 | auto calc Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) ENROLLED/RANDOMIZED

Buenos Aires

Aug-13-2020 13:27:18 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry

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

Buenos Aires
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12311118
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 16:45

2. Subject Status Date

Date L ocation User Value Reason
Oct-09-2020 13:23:52 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/8/2020

Buenos Aires

Aug-13-2020 13:29:18 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/13/2020

Buenos Aires

Aug-13-2020 13:27:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/13/2020

Buenos Aires
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Site No: 1231

Subject No: 12311118
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 16:45

Back to Form

1. Casebook Signature

(UTC-03:00) City of
Buenos Aires

Perez Marc
(b) (4)

Click Here to Enable

Date L ocation User Value Reason
Sep-18-2020 20:29:37 ACVOPFEINFP6000 | Gonzao Data Entry: Initial Entry
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