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Header Text: C4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

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

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

Subject No: 12312914 Subject Initials: ---

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

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: 12312914
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/21/2020
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: DEMOGRAPHY

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12312914]
2. | Birth Date: (b) (6) /1970
3. | Sex: MALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X al that apply): WHITE
6. | Racial Designation:
Page 3 of 558
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Aug/21/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

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

Inclusion Criteria

1a || |nclusion Number: 1
Criterion Description: Male or female 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 INO1AQO
only)
1b 1} inclusion 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.¢ || |nclusion 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 INO3A00
only)
1d |} 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

*** Confidential***

Criterion met? YES
Criterion I1D: (For Pfizer use INO4A00
only)
Exclusion Criteria
Page 5 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

2a

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)
2.b || 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 I1D: (For Pfizer use EX02A00
only)
2. || Exclusion Number: 3
Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
alergic reaction (eg, anaphylaxis) to any component of the study intervention(s)
Criterion met? NO
Criterion I1D: (For Pfizer use EXO03A00
only)
2.d || Exclusion Number: 4
Criterion Description: Receipt of medications intended to prevent COVID-19
Criterion met? NO
Criterion I1D: (For Pfizer use EX04A00
only)
2.2 || Exclusion Number: 8

Criterion Description:

Immunocompromised individuals with known or suspected immunaodeficiency,
as determined by history and/or |aboratory/physical examination

Criterion met?

NO

Criterion I1D: (For Pfizer use
only)

EX08AQ0
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*** Confidential***

Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
2 || 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 I1D: (For Pfizer use EX12A00
only)
21 || 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 I1D: (For Pfizer use EX14A01
only)
Page 7 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

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)
2.m || 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)
Page 8 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING

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

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

Subject No: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/21/2020
Completion/Discontinuation/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 9 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: GENERAL MEDICAL HISTORY

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Form Comments

Medical History Details

L || Line/MH Number: Not Applicable
[]
Disease/Syndrome/Surgery Not Applicable
/Non-Drug Allergies/Drug
Allergies: []
Start Date: Not Applicable
1
Ongoing: Not Applicable
Page 10 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE

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

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

Subject No: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Aug/21/2020
2. | Weight: [103.0]

3. | Unit: kg

4. | Height: [171.0]

5. [ Unit: cm

6. | Body Mass Index: [35.2]

Vital Signs Details

7.a

Record Identifier: 1

Temperature: [37.5]

Unit: C

Temperature L ocation: ORAL CAVITY

Page 11 of 558
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: RANDOMIZATION

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Disposition
1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [60954]
3. | Randomization Group: [
Page 12 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BHY 60F]
5b || sample D [BHY 60G]
5 || sample 1D [BHY 60H]
5d || sample 1D [BJ49CV]
5€ || sampleID [BMOCW]
5t || sample 1D [BJM9CX]
Page 13 of 558
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BHY669]
Page 14 of 558
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

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/21/2020 16:00

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [1

9. | Unit:

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

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

Page 15 of 558
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: REACTOGENICITY DIARY

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Reactogenicity Diary

1. | Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS

SUBJECT

Page 16 of 558
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Sep/14/2020
2. | Erroneous Visit
Page 17 of 558
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Header Text: C4591001

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP

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

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

Subject No: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Vital Signs

1. | Déte: Sep/14/2020

Vital Signs Details

22 || Record Identifier: 1
Temperature: [36.8]
Unit: C
Temperature L ocation: ORAL CAVITY
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/14/2020
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.
S2|| sample ID [BR23WX]
5b || sample D [BP2FKQ]
Page 19 of 558
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Header Text: C4591001

Visit: V2 VAX2 L Form: VACCINATION

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

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

Subject No: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Vaccination

1. | Wasthere atemporary delay of YES
vaccination? Date of First Delay:
Sep/10/2020

Reason(s) for Temporary Delay of Vaccination
FEVER OR ACUTE ILLNESS

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/14/2020 11:00

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actua Dose: [1

9. | Unit:

10. | Timeframe Subject Was Observed | THE PROTOCOL SPECIFIED OBSERVATION PERIOD
11. | Was the subject observed for at YES

least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Dateof Visit Oct/16/2020
2. | Erroneous Visit
Page 21 of 558
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/16/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BLBXBS]
5b || sample D [BPW66F]
5 || sample 1D [BLBX9V]
Page 22 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Aug/25/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Dateof Visit
1. | Date of Visit Aug/25/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: COVID_A
Page 23 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Aug/25/2020
2. | Date of First Symptom Started: Aug/24/2020
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Sep/16/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 24 of 558
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Header Text: C4591001

on Aug/25/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

*** Confidential***

411! symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5a|| symptoms- Other Text: [Rhinorrhes]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

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

# Date qf C | Specimen Ty Sp_eumen Cpllec Assay Code and Description Device Type Form Instan
ollection pe tion L ocation ce
1. | Aug/25/20 | SWABBED | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
20 MATERIAL |X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
2. | Sep/10/20 | SWABBED NASOPHARYN [ SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
20 MATERIAL ([X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

on Aug/25/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form: MICROBIOLOGY SPECIMEN

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Aug/25/2020

Specimen Type:

SWABBED MATERIAL

Specimen Collection Location:

NASOPHARYNX

Assay Code and Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

SARS-COV-2 DIAGNOSTIC TEST

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

*** Confidential***

Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
Test Result: NEGATIVE
Comments/Findings/Details: [
Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN

on Aug/25/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Micraobiology Specimen

1. | Actua Date of Collection: Sep/10/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: NASOPHARY NX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Result: NEGATIVE
8. | Comments/Findingsy/Details: []
9. | Trade Name Other, Specify: [
Page 28 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF
on Aug/25/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

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

1. | DataOrigin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no sample was collected or [Not applicable. The sample was collected by the doctors]

Aliquot

Please enter barcode for each aliquot.

5a

Sample ID

[BR2EBQ]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/25/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/25/2020
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BP2FBO]
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Aug/25/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

*** Confidential***

la|| physician or Hedlthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts. | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1.d1| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts:. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Argerich
Subject Initials: ---

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

# Hospitalization Category Hospitalization Term | Admission Date | Ongoing | Form Instance
1. DELETED [HOSPITALIZATION STATUS | HOSPITAL Nov/6/2020 YES Repeating Pages
Page 32 of 558
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HOSPITALIZATION DETAILS

on Aug/25/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category: HOSPITALIZATION-STATUS
2. | Hospitalization Term: HOSPHAL
3. | Admission Date: Now/6/2020
4. | Ongoing? YES
Page 33 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12312914
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

Argerich

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

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

on Aug/25/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12312914
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 20:20

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

ol A~ W

Ongoing?

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ILLNESS DETAILS

on Aug/25/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was adiagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
Page 36 of 558

*** Confidential***
FDA-CBER-2021-5683-0871466




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

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

*** Confidential***

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repeating Pages
Page 37 of 558

FDA-CBER-2021-5683-0871467




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

on Aug/25/2020
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:

Page 38 of 558
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Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich

Subject Initials: ---

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

*** Confidential***

4 Category for La | Vendor Na Collectllon D | Specimen T L ab Result Form Instanc
b Test me ate: ype e
L Sponsor-Defined Id | Tes | Resul Repeating
entifier t | t Peges
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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 20:20

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. Sponsor |D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 40 of 558
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich
Subject Initials: ---

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

*** Confidential***

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

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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 20:20

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
5. Sponsor |D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 42 of 558
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

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

Argerich

Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
1 Record I dentifier: Systalic: Diastolic: Repeating Pages
Page 43 of 558
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Header Text: C4591001

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

on Aug/25/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

1

Vital SignsDetails

2. Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute;

[]

Heart Rate in beats/minute:

Page 44 of 558
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

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

Argerich
Subject Initials: ---

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

*** Confidential***

# Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repeating Pages
Page 45 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: VITAL SIGNS- PULSE OX ROOM AIR
on Aug/25/2020

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date: 1

Vital SignsDetails

2. Record Identifier:

SPO2 Pulse Oximetry % [1

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

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

Subject Initials: ---

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

# | 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/25/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

Page 48 of 558
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Header Text: C4591001

Site No: 1231

Subject No: 12312914
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 20:20

*** Confidential***

4 Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

on Aug/25/2020
Form Version: 06-Jul-2020 21:55 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Concomitant M edications
1. | What isthe medication identifier? |[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: []
Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Start Date: 1
6. | Ongoing?
Page 50 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12312914
Generated By: (b) (4)

Form: IMAGING

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

Argerich
Subject Initials: ---

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

*** Confidential***

# Date of Assessm | Location of Assess | Imaging Meth Overall A ent Form Instance
ent ment od
1. DELETED | Nov/2/2020 CHEST X-RAY ABNORMAL Repesting

If abnormal, specify findin Pages

gs:
Right lung base abnorma
lities
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: IMAGING

on Aug/25/2020

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

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

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Now/2/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL
: ) ity findinas:
[Righttung-base-abrermalities]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Dateof Visit
1. | Date of Visit Oct/29/2020
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: CovID_B
Page 53 of 558
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Header Text: C4591001

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

on Oct/29/2020
Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Oct/29/2020 Comments
2. | Date of First Symptom Started: Oct/26/2020 Comments
3. | Symptoms Ongoing? NO Comments
Date of Last Symptom Resolved:
Nov/17/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? YES Comments
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES Comments
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO Comments
4.d || 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
40| symptoms: DIARRHEA
Was symptom present? NO Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19

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

Argerich

Subject Initials: ---

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

4 || symptoms: VOMITING
Was symptom present? NO Comments
Symptoms - Other
5a|| symptoms - Other Text: [headache]
5b Symptoms - Other Text: [feeling tired]
5 || symptoms - Other Text: [Paroxysmal Arrythmial
5d

Symptoms - Other Text:

[AV block second degree]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

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

# Date qf C | Specimen Ty Sp_eumen Cpllec Assay Code and Description Device Type Form Instan
ollection pe tion L ocation ce
1. | Oct/29/20 | SWABBED | NASOPHARYN |SEVERE ACUTE RESP SYND | SARS-COV-2DIA Repeating
20 MATERIAL |X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form
Form Comments
eCRF Audit Trail History

Form Audit Trail

Micrabiology Specimen

*** Confidential***

1. | Actual Date of Collection: Oct/29/2020 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: POSITIVE Comments
8. | Comments/Findings/Details: [1 Comments
9. | Trade Name Other, Specify: [1 Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Argerich
Subject Initials: ---

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

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. Sample ID

[]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
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 20:20

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:
Oct/29/2020
4. | If no sample was collected or [ Comments
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BPT80J]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

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

Argerich
Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

Health Care Utilization

1a|| physician or Hedlthcare SPECIALIST

Professional:

Occurrence of Visits or Contacts. | NO Comments
1b1] physician or Healthcare EMERGENCY ROOM

Professional:

Occurrence of Visits or Contacts. | YES Comments

Number of Visits or Contacts:
(3]

lc Physician or Healthcare PRIMARY CARE PHY SICIAN

Professional:

Occurrence of Visits or Contacts: | NO Comments
1.d1| physician or Healthcare URGENT CARE

Professional:

Occurrence of Visits or Contacts: | NO Comments
le Physician or Healthcare TELEPHONE CONSULTATION

Professional:

Occurrence of Visits or Contacts. | NO Comments
1f Physician or Healthcare OTHER

Professional:

Occurrence of Visits or Contacts. | NO Comments
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[] Comments
Health Care Utilization
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Header Text: C4591001

on Oct/29/2020
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

3. | Hasthe subject been hospitalized
due to potential COVID-19 illness?

YES

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

NO

Comments

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Argerich

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

# Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. |HOSPITALIZATION STATUS | HOSPITAL Nov/6/2020 NO Repeating Pages
Discharge Date:
Nov/14/2020
Page 62 of 558
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Header Text: C4591001

on Oct/29/2020
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form: HOSPITALIZATION DETAILS

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

*** Confidential***

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Nov/6/2020

4. | Ongoing? NO
Discharge Date:
Nov/14/2020
Page 63 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

Argerich

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

# Treatmgnt |denti | Con Non-Drug Tr_eatments Pre-s Treatment | Treatment Start Date | Form Instance
fier pecified
1. | Not Applicable Not Applicable Not Applica | Not Applica | Not Applica Repeating
ble ble ble Pages
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Header Text: C4591001

on Oct/29/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

*** Confidential***

1. [ What isthe treatment Identifier? Not Applicable Comments
[]

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

Pre-specified:

3. | Treatment: Not Applicable Comments

4. | Treatment: Not Applicable Comments
[]

5. | Start Date: Not Applicable Comments
1

6. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS

on Oct/29/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Form Comments
eCRF Audit Trail History

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

Potential COVID-19 IlIness?

Respiratory Iliness Diagnosis:
[COVID-19 mild pneumonia]

Date of Diagnosis:
Nov/6/2020

3. | Toxicity Grade:

2 Comments

Page 66 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

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

*** Confidential***

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

on Oct/29/2020
Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

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 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Callecti | Specim
Category fo Form Insta
# ' Lab Test Vendor Name on I?ate en ;’yp Lab Result nce
1. |CLINICAL | Sanatorio Antartida, Av | Nov/10/ | BLOO Sponsor -Def Repeating
CHEMISTR |Rivadavia4980, Buenos (2020 |D ined | dentifi Test: Res Pages
\4 Aires o ult:
329 C Reactive Prot |0
ein_PX329
30 Alanine Aminot | 73
ransferase PX3
0
28 Aspartate Amin | 166
otransferase PX
28
35 Alkaline Phosph | 59
atase PX35
21 Bilirubin_PX21 (0.8
47 Blood Urea Nitr ([ ]
ogen_PX47
48 Creatinine_PX4 (1.0
8 9
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Header Text: C4591001

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

on Oct/29/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. | Lab Panel: CLINICAL CHEMISTRY
2. | Laboratory Name and Address [Sanatorio Antartida, Av Rivadavia 4980, Buenos Aires)
3. | Collection Date: Nov/10/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [329]
Test: C Reactive Protein_PX329
Result: [0]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
5b Sponsor ID: [30]
Test: Alanine Aminotransferase PX30
Result: [73]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
U/L
Page 70 of 558
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
on Oct/29/2020
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.C || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [166]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
5d Sponsor ID: [35]
Test: Alkaline Phosphatase PX35
Result: [59]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
5 || sponsor ID: [21]
Test: Bilirubin_PX21
Resullt: [0.8]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

S5f Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [1.09]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
mg/dL
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*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 21-Aug-2020 02:51
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category fo | Vendor Name (DERIVE | Collectio | Specime Form Instan
# r Lab Test D) n Date: | nType Lab Result ce
1. |HEMATOL [ Laboratorio Sanatorio Anta | Nov/10/2 | BLOOD Sponsor-Defi Res Repeating
OGY rtida, Av. Rivadavia4980 | 020 ned ldentifier | TS | uie Pages
1 Hemoglobi |14.6
n_PX1
2 Hematocrit |42.2
_PXx2
3 Erythrocyte |[ ]
s PX3
5 Platelets P |400
X5 000
7 Leukocytes ([ ]
_PX7
608 Neutrophils [[ ]
_PX608
609 Eosinophils |[ ]
_PX609
612 Monocytes |[ ]
_PX612
610 Basophils_ ([ ]
PX610
611 Lymphocyt |[ ]
es PX611
Page 73 of 558

FDA-CBER-2021-5683-0871503




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

on Oct/29/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. | Lab Panel: HEMATOLOGY
2. | Laboratory Name and Address [Laboratorio Sanatorio Antartida, Av. Rivadavia 4980]
3. | Collection Date: Nov/10/2020
4. | Specimen Type: BLOOD
Lab Result
5a|| sponsor ID: [1]
Test: Hemoglobin_PX1
Resullt: [14.6]
Not Done:
LNMT Low
[UNK]
High
[UNK]
Unit
g/dL
5b Sponsor ID: 2]
Test: Hematocrit_PX2
Result: [42.2]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
%
Page 74 of 558

*** Confidential***
FDA-CBER-2021-5683-0871504




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

*** Confidential***

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.C || sponsor ID: [3]
Test: Erythrocytes PX3
Result: [1
Not Done: NOT DONE
LNMT Low
(]
High
[]
Unit
5d Sponsor ID: [5]
Test: Platelets PX5
Result: [400000]
Not Done:
LNMT Low
[unk]
High
[unk]
Unit
/uL
5€ || sponsor ID: (71
Test: Leukocytes PX7
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
S5f Sponsor ID: [608]
Test: Neutrophils_PX608
Result: [1
Not Done: NOT DONE
LNMT Low
(]
High
[]
Unit
5.9 || sponsor ID: [609]
Test: Eosinophils_PX609
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5h || sponsor 1D: [612]
Test: Monocytes PX612
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology
on Oct/29/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Si Sponsor ID: [610]
Test: Basophils PX610
Result: [
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5] Sponsor ID: [611]
Test: Lymphocytes PX611
Resullt: []
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: VITAL SIGNS- COVID

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Subject Initials: ---

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

# Date: Vital SignsDetails Form Instance
1. | Not Applicable Record I dentifier: Systolic: Diastolic: Repeating Pages

Not Applicable Not Applicable
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Header Text: C4591001

on Oct/29/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

Form Comments

eCRF Audit Trail History
Form Audit Trail

*** Confidential***

Vital Signs
1. | Date: Not Applicable Comments
1
Vital Signs Details
2| Record | dentifier: 1
Systalic: Not Applicable Comments
[]
Diastolic: Not Applicable Comments
[]
Respiratory Ratein Not Applicable Comments
respirations/minute;
[]
Heart Rate in beatsminute: Not Applicable Comments
[]
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Subject Initials: ---

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

# Date: Vital Signs Details Form Instance
1. | Nov/6/2020 Record I dentifier: Oxygen Saturation Repeating Pages
92.0
Page 80 of 558
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Oct/29/2020
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
eCRF Audit Trail History
Form Audit Trail
Vital Signs
1. | Date: Nov/6/2020
Vital Signs Details
22| Record Identifier: 1
SPO2 Pulse Oximetry % [92.0]
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Subject Initials: ---

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

# | Date Time of Assessment

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

1

Repeating Pages

Page 82 of 558
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Header Text: C4591001

on Oct/29/2020
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: OXYGENATION PARAMETERS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (Fraction of Inhaled Oxygen):

*** Confidential***
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

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

4 Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
L] [ Repeating
Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Oct/29/2020
Form Version: 06-Jul-2020 21:55 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Concomitant M edications
1. | What isthe medication identifier? |[]
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. | Medication: []
Provide the compl ete generic drug
name (including salt form, where
applicable). Where generic nameis
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).
5. | Start Date: 1
6. | Ongoing?
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Header Text: C4591001

Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: IMAGING

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

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

# | Date of Assessment | L ocation of Assessment | Imaging M ethod Overall Assessment Form Instance
1. | Nov/2/2020 CHEST X-RAY ABNORMAL Repeating Pages
If abnormal, specify findings:
Right lung base abnormal.
2. | Nov/6/2020 CHEST CT SCAN ABNORMAL Repeating Pages
If abnormal, specify findings:
Right lung base infiltration.
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Header Text: C4591001

on Oct/29/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Nov/2/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: X-RAY

4. | Assessment: ABNORMAL

If abnormal, specify findings:
[Right lung base abnormal ]

*** Confidential***

Page 87 of 558

FDA-CBER-2021-5683-0871517




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING

on Oct/29/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Nov/6/2020

2. | Location of Assessment: CHEST

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL
If abnormal, specify findings:
[Right lung base infiltration.]
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Dateof Visit
1. | Date of Visit Mar/3/2021
2. | Erroneous Visit
COVID-19 llIness Visit
3. | COVID-19 llIness Visit: Covib_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/03/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete

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

Subject Initials: ---

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

eCRF Audit Trail History

Signsand Symptoms

1. | Date of Assessment: Mar/3/2021
2. | Date of First Symptom Started: Feb/17/2021
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Mar/6/2021
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b Symptoms: NEW OR INCREASED COUGH
Was symptom present? YES
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
4f || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
49 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4h || symptoms: DIARRHEA
Was symptom present? NO
Page 90 of 558
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Header Text: C4591001

on Mar/03/2021
Form Version: 20-Feb-2021 02:17
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form Status: Data Complete

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

Subject Initials: ---

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

*** Confidential***

41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
5a|| symptoms- Other Text: [HEADACHE]
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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: 12312914
Generated By: (b) (4)

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

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

4 Date Qf C | Specimen Ty Sp_eumen Cpllec Assay Code and Description Device Type Form Instan
ollection pe tion L ocation ce
1. |Mar/3/202 | SWABBED | NASOPHARYN | SEVERE ACUTE RESP SYND | SARS-COV-2 DIA Repeating
1 MATERIAL [X ROME CORONAVIRUS 2 GNOSTIC TEST Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete

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

Subject Initials: ---

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: Mar/3/2021
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: [
9. | Trade Name Other, Specify: [
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin

SITE

Sample Type

NASAL_SWAB_SELF

NO

2
3. | Sample Collected?
4

If no sample was collected or

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

[Sample collected by site employee.]

Aliquot

Please enter barcode for each aliquot.

5 Sample ID

[]

Page 94 of 558
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or [
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
52 || sample ID [BR21FL]
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HEALTH CARE UTILIZATION
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete

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

Subject Initials: ---

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

eCRF Audit Trail History

Health Care Utilization

La|| physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or Contacts. | NO
1b Physician or Healthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or Contacts: | NO
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or Contacts. | NO
1.d1| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or Contacts. | NO
le Physician or Healthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or Contacts:. | NO
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or Contacts: | NO
Health Care Utilization Other
2. | Other Type of Practitioner Specify: |[]
Health Care Utilization
3. | Hasthe subject been hospitalized NO
due to potential COVID-19 illness?
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Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS

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

Argerich

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

*** Confidential***

# | Hospitalization Category Hospitalization Term | Admission Date Ongoing Form Instance
1. | Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen

Form: HOSPITALIZATION DETAILS

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

Argerich
Subject Initials: ---

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

Back to Form
Form Comments
eCRF Audit Trail History

Hospitalization Details

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
1
4. | Ongoing? Not Applicable 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: 12312914
Generated By: (b) (4)

Form: RESPIRATORY TREATMENT

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

Argerich

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

*** Confidential***

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

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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 20:20

Back to Form

Respiratory Treatment

1. | What isthe treatment |dentifier?

[]

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

Treatment:

Treatment:

[]

Start Date:

1

ol A~ W

Ongoing?

Page 100 of 558
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Header Text: C4591001

on Mar/03/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ILLNESS DETAILS

Form Status. Data Complete

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

Subject Initials: ---

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

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

YES

Respiratory IlIness Diagnosis:
[Pharyngitis]

Date of Diagnosis:
Mar/3/2021

3. | Toxicity Grade:

*** Confidential***

Page 101 of 558

FDA-CBER-2021-5683-0871531




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - SEVERE

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

Argerich

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

4 Category of Clinical Even | Subcategory of Clinical Eve | Diagnosis Obtaine | Toxicity Grad Form I nstance
t: nt d e
1 Repeating Pages
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Header Text: C4591001

on Mar/03/2021
Form Version: 17-Jul-2020 21:55
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ILLNESS DETAILS - SEVERE

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

IlIness Details

1. | Category of Clinical Event:

Subcategory of Clinical Event:

2
3. | Was adiagnosis obtained?
4

Toxicity Grade:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 3
Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

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

Argerich

Subject Initials: ---

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

4 Category for La | Vendor Na Collectllon D | Specimen T L ab Result Form Instanc
b Test me ate: ype e
L Sponsor-Defined Id | Tes | Resul Repeating
entifier t | t Peges
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Header Text: C4591001

on Mar/03/2021
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Lab Chemistry Details

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
S, Sponsor |D: [
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit

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

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology

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

Argerich
Subject Initials: ---

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

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

on Mar/03/2021
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Laboratory Data Hematology

1. | Lab Pand:

2. | Laboratory Name and Address

[]

3. | Collection Date:

1

4. | Specimen Type:

Lab Result
S, Sponsor |D: [
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: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

Subject Initials: ---

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

# Date:

Vital Signs Details

Form Instance

1

Record | dentifier: Systalic:

Diastolic:

Repeating Pages
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Header Text: C4591001

on Mar/03/2021
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Vital Signs

1. | Date:

1

Vital SignsDetails

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: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

# Date:

Vital Signs Details

Form Instance

1

Record | dentifier: Oxygen Saturation

Repeating Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Vital Signs

1

Date:

1

Vi

t

al Signs Details

2.

Record Identifier:

SPO2 Pulse Oximetry %

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

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Subject Initials: ---

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

# | 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/03/2021
Form Version: 06-Jul-2020 21:52
SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

2. | Arterial Blood Gases PaO2
(mmHg):

3. | FiO2 (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: 12312914
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

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

Argerich
Subject Initials: ---

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

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

Page 114 of 558

*** Confidential***
FDA-CBER-2021-5683-0871544




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
on Mar/03/2021

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: []

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

5. | Start Date: 1

6. | Ongoing?

Page 115 of 558
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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: 12312914
Generated By: (b) (4)

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

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

# | 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/03/2021
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Imaging

1. | Date of Assessment:

1

L ocation of Assessment:

2
3. | Type of Imaging Exam:
4

Assessment:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT
Visit on Sep/24/2020

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Sep/24/2020
2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 lliness Visit: COVID_A1

Page 118 of 558
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Sep/24/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Sep/24/2020
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sample ID [BRVNPR]
5b || sample 1D [BPXJ09]
5C || sample ID [BNTX2F]
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT
Visit on Nov/26/2020

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Nov/26/2020
2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 lliness Visit: COVID_B1

Page 120 of 558
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Visit on Nov/26/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Nov/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.
5a|| sample ID [BRVMJH]
5b || sample 1D [BPWSRF]

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

Page 122 of 558
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: UNPLANNED VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Unplanned Assessments

1. | Assessments

*** Confidential***

Page 123 of 558

FDA-CBER-2021-5683-0871553




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: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Treatment

1. | Date of Oct/16/2020
Compl etion/Discontinuation/Death

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

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (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: 12312914 Subject Initials: ---

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

Disposition - Follow-Up

1. | Date of 1
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

4. | Specify Status: [

Page 125 of 558
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit 1

2. | Erroneous Visit

COVID-19 Repeat Swab

3. | COVID-19 Repeat Swab:

Page 126 of 558
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Header Text: C4591001

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

Subject No: 12312914
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 20:20

Electronic Sample Tracking

1. | DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

Aliquot

Please enter barcode for each aliquot.

5. Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: C4591001

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form: VITAL SIGNS - TEMP

Form Status: Not Started

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

Subject Initials: ---

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

Vital Signs

1. | Date:

)

Vital Signs Details

2. Record |dentifier:

Temperature:

[]

Unit:

Temperature L ocation:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

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

Subject Initials: ---

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

Vaccination

1. | Wasthere atemporary delay of
vaccination?

Treatment Name

(]

Formulation:

Dose Date Time:

i

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Wl | N ||| WIDN

Unit:

=
o

Timeframe Subject Was Observed

[EEN
=

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

Page 130 of 558

*** Confidential***
FDA-CBER-2021-5683-0871560




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

Site No: 1231

Subject No: 12312914
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 20:20

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

Page 131 of 558
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 6

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: [1

Page 132 of 558
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Mar/11/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: Potential ReVax Initia Contact -
Unscheduled

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

Subject No: 12312914
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 20:20

eCRF Audit Trail History

Further Vaccination Confirmation

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

Participant iswilling to return for Vaccination 3
Participant is:
eligible per other protocol allowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit
1. | Dateof Visit Mar/15/2021
2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12312914
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. | Consent Was:

OBTAINED

Date Written Consent Obtained
Mar/15/2021
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Header Text: C4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

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

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

Subject No: 12312914 Subject Initials: ---

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

Form Comments

Inclusion Criteria Not M et

1 Description of Inclusion Criterion | Not Applicable

Not Met

Exclusion Criteria M et

2. Description of Exclusion Not Applicable

Criterion Met
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Header Text: C4591001

Visit: V101 _VAX3

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

Subject No: 12312914
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of
Completion/Discontinuation/Death

Mar/15/2021

2. | Phase of Disposition:

REPEAT SCREENING 1

3. | Status:

COMPLETED

4. | Specify Status:

[]
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12312914
Generated By: (b) (4)

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

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/15/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPT6OT]
5b || sample D [BRY HFF]
5 || sample 1D [BRYHD4]
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/15/2021
4. | If no sample was collected or [1
sample was not collected according
to protocol, please provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BRILNG]
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Header Text: C4591001
Visit: V101_VAX3

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 10-Dec-2020 02:26

Form: VACCINATION

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Vaccination
1. | Wasthere atemporary delay of NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/15/2021 12:07
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actua Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was Observed | 30 MINUTES
11. | Was the subject observed for at YES
least the protocol specified
observation period after
investigational product
administration?

*** Confidential***
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit
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Header Text: C4591001

Visit: V102_VAX4

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

Subject No: 12312914
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 20:20

Electronic Sample Tracking

Data Origin

Sample Type

Sample Collected?

Al |Dd|PF

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: V102 _VAX4

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

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION

Form Status: Not Started

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

Subject Initials: ---

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

Vaccination

1

Weas there atemporary delay of
vaccination?

Treatment Name

(]

Formulation:

Dose Date Time:

i

Anatomical Location:

Body Side:

Route:

Actua Dose:

[]

Wl | N ||| WIDN

Unit:

=
o

Timeframe Subject Was Observed

[EEN
=

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

Visit: V103_MONTH1

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1

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

Subject No: 12312914
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments.
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Header Text: C4591001

Visit: V104_MONTH6

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104_MONTH6

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

Subject No: 12312914
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments.
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Header Text: C4591001

Visit: V105, MONTH18

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

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

Date of Visit

1. | Date of Visit

I

2. | Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18

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

Subject No: 12312914
Generated By: (b) (4)

Form: CONTACT OUTCOME

Form Status: Not Started

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

Subject Initials: ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments.
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Header Text: C4591001

Visit: FURTHER_VACCINATION_EOT - Form: DISPOSITION - TREATMENT

Unscheduled

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

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

Subject No: 12312914 Subject Initials: ---

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

Disposition - Treatment

1. | Date of 1
Completion/Discontinuation/Death

2. | Phase of Disposition:

3. | Status:

4, | Specify Status: [1
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

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

Argerich

Subject Initials: ---

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

# Category AE. !den Adver se Event Start Date s theAdversg Event | Form Instan
tifier Still Ongoing ce
1. DELETED |ADVERSE |1 Paroxysmal Arrythmiad | Nov/10/202 | YES Repeating
EVENT ueto covid-19 010:00 Pages
2. DELETED |ADVERSE |2 AV block second degree | Nov/10/202 | YES Repeating
EVENT dueto covid-19 010:00 Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312914 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [4]
3. | Adverse Event: [Paroxysmal- Arrythmia due to covid-19]

(If possible specify diagnosis, not
individual symptoms)

Start Date Time: Now/10/202010:00

Isthe adverse event till ongoing? | ¥ES

Toxicity Grade: 2

N|o || &

I's the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

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

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

9. | Isthisevent related to study NOTFRELATED
treatment: H-Net-Related- to-study-treatment(s)this-eventisdueto:
OFHER
[unknown]
10. | Latest Action Taken with Study NOTF APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? |NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020453048]
For Pfizer Use Only
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

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

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

Subject No: 12312914 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [AMV_block second degree due to covid-19]

(If possible specify diagnosis, not
individual symptoms)

Start Date Time: Now/10/2020-10:00

Isthe adverse event till ongoing? | ¥ES

Toxicity Grade: 2

N|jo | o &

Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

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

If Yes, record the type of
medication error on the Medication
Error Log.
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Deleted

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

Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

9. | Isthisevent related to study NOTFRELATED
treatment: H-Net-Related- to-study-treatment(s)this-eventisdueto:
OFHER
[unknown]
10. | Latest Action Taken with Study NOTF APPLICABLE
Treatment:
11. | Was a Concomitant Medication NO
given?
12. | Was aNon-Drug Treatment given? |NO
13. | What was the outcome of this RECOVERING/RESOLVING
adverse event?.
14. | Did the adverse event cause the NO
subject to be discontinued from the
study?
15. | Serious Adverse Event Number: [2020453048]

For Pfizer Use Only
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312914
Generated By: (b) (4)

Form: MEDICATION ERROR

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

Subject Initials: ---

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

Catego | Medication Er | Start Da

Isthe medication error Still O | Study Medication Errors

# ry ror te ngoing Action Form Instance
1 Repeating
Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: MEDICATION ERROR

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Medication Error

1. | Category:

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

3. | Start Date; 1

4. | Isthe medication error still
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment given?

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

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

10. | Serious Adverse Event Number: [1

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

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS

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

Argerich
Subject Initials: ---

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

# Sponsor-Defined | | Category for Med | Concomitant MedicationsP | Name of Medi | Start D | Form Instanc
dentifier ication re-specified cation ate e
1 Repeating
Pages

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

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

Subject No: 12312914
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: []

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

Date:

)
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Header Text: C4591001
Visit: Logs

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: CONCOMITANT MEDICATIONS - PROHIBITED

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

Argerich
Subject Initials: ---

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

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

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

Concomitant Medications

1. | What isthe medication identifier? |[[]

2. | Category:

3. | Concomitant Medications
Pre-specified:

4. | Medication: [1

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

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©|® | N | O

Start Date:

I

. | Ongoing?
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Header Text: C4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

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

Argerich

Subject No: 12312914 Subject Initials: ---

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

4 Categor | Treatment Identifie | Con Non-Drug Treatments Pre-specifi | Treatmen | Start Dat Form I nstance
y r ed t e

1 Repeating Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Radiation Treatment

1. | Category:

2. | What isthe treatment I dentifier? []

3. | Concomitant Non-drug Treatment

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

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312914
Generated By: (b) (4)

Form: TRANSFUSIONS

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

Argerich
Subject Initials: ---

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

# Transfusion Type

Date of Transfusion

Form Instance

Repeating Pages

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312914
Generated By: (b) (4)

Form: TRANSFUSIONS

Form Status: Not Started

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

Subject Initials: ---

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

Back to Form

1

Transfusion Type:

2.

Date of Transfusion:

1
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Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

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: 12312914 Subject Initials: ---

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded : Mar/11/2021

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: 12312914
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

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

Argerich
Subject Initials: ---

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date:

)
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: DEATH DETAILS CODED

Form Status: Not Started

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

Subject Initials: ---

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

Death Details

1. | Date of Collection/ Notification of
Death:

Cause of Death

2. || cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: SUBJECT STATUS
Form Status: Data Complete, Verified

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

Argerich
Subject Initials: ---

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

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/16/2020
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Header Text: C4591001

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

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Hereto Enable

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Signed, Verified

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

Subject Initials: ---

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

Audit Trail
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-16-2021 20:46:15 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

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

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

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

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

Back to Form

Item

Date

User

Comment

Form

Aug-21-2020 16:37:56 (UTC-03:00) City of | () (4), (b) (6)

Buenos Aires

Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020 Comments
Form Version: 21-Aug-2020 02:52
Site No: 1231
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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

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

Back to Form

[tem | Date User Comment
Form | Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-28-2020 14:01:23 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
1 Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
2 Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.a |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.a |Oct-28-2020 14:01:23 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.b | Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4b |Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.c | Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.c |Oct-28-2020 14:01:23 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.d |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4d | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.e |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.e |Oct-28-2020 14:01:23 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4f | Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4f | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.g |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4.9 |Oct-28-2020 14:01:23 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
Page 184 of 558

*** Confidential***
FDA-CBER-2021-5683-0871614




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4h |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4h | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 21-Aug-2020 02:52
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

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 20:20

Back to Form

Item | Date User Comment
4.i |Oct-31-2020 18:18:03 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4i | Oct-28-2020 14:01:23 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - Comments

on Oct/29/2020

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: 12312914 Subject Initials: ---

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

Back to Form

[tem | Date User Comment

Form | Oct-31-2020 18:21:30 (UTC-03:00) City of | ()

Buenos Aires 4,
(b) (6)
Form | Oct-28-2020 14:01:42 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
1 | Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
2 | Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
4 | Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
5 Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
5 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
6 Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
6 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
7 | Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
7 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
8 Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
8 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - 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 20:20

Back to Form

Item | Date User Comment
9 Oct-31-2020 18:21:30 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
9 | Oct-28-2020 14:01:42 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020 Comments
Form Version: 22-Apr-2020 21:03
Site No: 1231
Argerich
Subject No: 12312914 Subject Initials: ---

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

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

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

Back to Form

[tem | Date User Comment
Form | Oct-31-2020 18:22:22 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-28-2020 14:01:59 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
1 | Oct-31-2020 18:22:22 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 | Oct-28-2020 14:01:59 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
2 | Oct-31-2020 18:22:22 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 | Oct-28-2020 14:01:59 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:22:22 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 | Oct-28-2020 14:01:59 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
4 | Oct-31-2020 18:22:22 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 | Oct-28-2020 14:01:59 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020 Comments
Form Version: 22-Apr-2020 21:03
Site No: 1231
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

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

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

Back to Form

[tem | Date User Comment
Form | Oct-31-2020 18:23:08 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
Form | Oct-28-2020 14:02:15 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
1 Oct-31-2020 18:23:08 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
1 | Oct-28-2020 14:02:15 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
2 Oct-31-2020 18:23:08 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
2 | Oct-28-2020 14:02:15 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:23:08 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
3 | Oct-28-2020 14:02:15 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2

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

Subject No: 12312914
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 20:20

Back to Form

Item | Date User Comment
4 Oct-31-2020 18:23:08 (UTC-03:00) City of (b)
Buenos Aires (4),
(b) (6)
4 | Oct-28-2020 14:02:15 (UTC-03:00) City of MariaBeretta | Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - Comments

on Oct/29/2020

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

[tem | Date User Comment

Form | Oct-31-2020 18:23:36 (UTC-03:00) City of | ()

Buenos Aires (4),
(b) (6)
Form | Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
la |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
la |Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
1b |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
1b |Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
1l.c |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
1.c |Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
1.d |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
1.d |Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
l.e |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
le |[Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
1f |Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
1f |Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
2 Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
2 Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - 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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:23:36 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
3 Oct-28-2020 14:02:39 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment

Form | Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
1 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
2 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
3 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
4 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
5 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - Comments
on Oct/29/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
6 Nov-17-2020 09:43:56 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - Comments

on Oct/29/2020

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: 12312914 Subject Initials: ---

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

Back to Form

[tem | Date User Comment

Form | Oct-31-2020 18:24:43 (UTC-03:00) City of (b)

Buenos Aires (4),
(b) (6)
Form | Oct-28-2020 14:03:07 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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 20:20

Back to Form

Item | Date User Comment
1 Oct-31-2020 18:24:43 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
1 Oct-28-2020 14:03:07 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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 20:20

Back to Form

Item | Date User Comment
2 Oct-31-2020 18:24:43 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
2 Oct-28-2020 14:03:07 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - 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 20:20

Back to Form

Item | Date User Comment
3 Oct-31-2020 18:24:43 (UTC-03:00) City of (b)
Buenos Aires 4),
(b) (6)
3 Oct-28-2020 14:03:07 (UTC-03:00) City of Maria Beretta Not Applicable
Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

[tem | Date User Comment
Form | Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020

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: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
1 Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020
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: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
2.a |Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020

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: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
2.a |Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020
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: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
2.a |Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - COVID - Comments
on Oct/29/2020

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: 12312914 Subject Initials: ---

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

Back to Form

Item | Date User Comment
2.a |Nov-17-2020 09:40:27 (UTC-03:00) City of (b) (4), (b) Information loaded by mistake
Buenos Aires (6)
Not Applicable
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Header Text: C4591001

on Mar/03/2021
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HOSPITALIZATION 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 20:20

Back to Form

Item | Date

User Comment

Buenos Aires

Form | Mar-08-2021 14:19:29 (UTC-03:00) City of (b) (4), (b) (6) |NotApplicable

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION 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 20:20

Back to Form

Item

Date

User

Comment

1

Mar-08-2021 14:19:29 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires

Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION 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 20:20

Back to Form

Item

Date

User

Comment

2

Mar-08-2021 14:19:29 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires

Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION 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 20:20

Back to Form

Item

Date

User

Comment

3

Mar-08-2021 14:19:29 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires

Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit
on Mar/03/2021

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

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION 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 20:20

Back to Form

Item

Date

User

Comment

4

Mar-08-2021 14:19:29 (UTC-03:00) City of (b) (4), (b) (6)

Buenos Aires

Not Applicable

*** Confidential***
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Header Text: C4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

[tem | Date User Comment
Form | Mar-15-2021 14:58:44 (UTC-03:00) City of (b) (4), Not Applicable
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312914 Subject Initials: ---

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

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-16-2021 20:46:15 (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.

(b) (6) N/A Mar-11-2021 17:54:44 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-09-2021 00:22:05 (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, evauations 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-05-2021 10:21:24 (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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) Approved Dec-01-2020 12:17:40 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of the

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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 10:33:37 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-27-2020 07:28:38 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) , 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-26-2020 16:44:11 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-26-2020 15:57:14 (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
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

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

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

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

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.

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

(b) (6) N/A Nov-26-2020 15:55:21 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-26-2020 15:41:27 (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.

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.

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

Buenos Aires

(b) (6) N/A Nov-26-2020 11:20:47 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-25-2020 17:33:37 (UTC-03:00) City of BOOK Signed

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

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

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

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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-19-2020 09:40:25 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-18-2020 13:03:14 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:

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

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

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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-18-2020 08:16:33 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) Approved Nov-17-2020 22:51:50 (UTC-03:00) City of BOOK Signed
(6) Buenos Aires
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

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

verify that all case report form pages accurately display the results of

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

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.

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

(b) (6) N/A Nov-17-2020 20:56:15 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated

Affidavit:
N/A

(b) Approved Nov-17-2020 19:53:59 (UTC-03:00) City of BOOK Signed

(6) Buenos Aires
Affidavit:

By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

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.

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

*** Confidential***

(b) (6) N/A Nov-17-2020 18:58:00 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-17-2020 16:18:21 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312914 Subject Initials: ---

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

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-17-2020 13:29:13 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-17-2020 12:00:29 (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 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-17-2020 11:38:48 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-17-2020 11:30:45 (UTC-03:00) City of BOOK Signed
Polack Buenos Aires
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312914 Subject Initials: ---

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

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-17-2020 08:24:27 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 20:54:26 (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 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-16-2020 18:35:46 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 11:18:36 (UTC-03:00) City of BOOK Signed

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

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

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

Subject No: 12312914 Subject Initials: ---

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

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-14-2020 12:43:37 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) Approved Nov-11-2020 19:16:19 (UTC-03:00) City of BOOK Signed
(6) Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) verify that all case report form pages accurately display the results of

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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) N/A Nov-10-2020 08:31:51 (UTC-03:00) City of Edit - All
(6) Buenos Aires signatures
invalidated
Affidavit:
N/A
Santiago Approved Nov-08-2020 16:43:38 (UTC-03:00) City of BOOK Signed

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

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

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

Subject No: 12312914 Subject Initials: ---

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

Affidavit:

By my dated signature below, |, SantiagoCorradetti, 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-06-2020 17:27:28 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-06-2020 14:03:58 (UTC-03:00) City of BOOK Signed
Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the results of

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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-05-2020 19:07:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-04-2020 18:03:06 (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
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

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

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

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

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, thisisto certify that | intend that this electronic
signature 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 Scaotti N/A Nov-04-2020 12:18:42 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-04-2020 09:33:34 (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 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-03-2020 13:39:03 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-03-2020 12:27:30 (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
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

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

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

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

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

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

(b) (6) N/A Oct-31-2020 18:16:40 (UTC-03:00) City of Edit - All
Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-29-2020 18:41:38 (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.
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Header Text: C4591001

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

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

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

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-21-2020 16:36:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 30 JUN 2020

Buenos Aires

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

Date L ocation User Value Reason
Aug-21-2020 16:36:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of STAGE 3 COHORTS

Buenos Aires
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Header Text: C4591001
Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Consent Was:
Date L ocation User Value Reason
Aug-21-2020 16:36:57 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of OBTAINED
Buenos Aires Date Written Consent Obtain
ed
Aug/21/2020
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Header Text: C4591001
Visit: COHORT_SELECTION
Form Version: 06-Jul-2020 21:55

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

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

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-21-2020 15:27:30 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12312914 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-21-2020 15:27:26 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
(UTC-03:00) City of (autocalc) |(b) (6) /1970

Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-21-2020 16:37:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of MALE

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Aug-21-2020 16:37:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of HISPANIC OR LATINO(A) O

Buenos Aires R OF SPANISH ORIGIN

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

Date L ocation User Value Reason
Aug-21-2020 16:37:05 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of WHITE

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-21-2020 16:37:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Aug/21/2020
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312914
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 20:20

Back to Form

la
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Inclu 1
Buenos Aires sion
Num
ber:
Crite Maeor female particip
rion ants between the ages o
Descr f 18 and 55 years, inclu
iption sive, 65 and 85 years, i
nclusive, or 18 and 85
years, inclusive, at rand
omization (dependent u
pon study stage)
Crite YES
rion
met?:
Crite INO1AOO
rion |
D: (F
or Pfi
zer us
eonly
):
l.alnclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
1.a Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of

Male or female participants bet
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - 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: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Buenos Aires ween the ages of 18 and 55 yea

rs, inclusive, 65 and 85 years, i

nclusive, or 18 and 85 years, in

clusive, at randomization (depe

ndent upon study stage)
l.aCriterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
l.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of INOLAQO
Buenos Aires
1b
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Inclus 2
Buenos Aires ion N

umbe

r:

Criter Participants who arew

ion Deilling and able to comp

scripti ly with all scheduled v

on: isits, vaccination plan,
laboratory tests, lifesty
le considerations, and
other study procedures

Criter YES

ion m

et?:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

Criter INO2A00

ionID

. (For

Pfizer

useon

ly):
1.b Inclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Participants who are willing an
Buenos Aires d able to comply with all sched

uled visits, vaccination plan, la

boratory tests, lifestyle conside

rations, and other study proced

ures
1.b Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of INO2A00
Buenos Aires
1c
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History
Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Inclus 3
Buenos Aires ion N
umbe

r:

Criter Healthy participants w

ion D ho are determined by

escrip medical history, physic

tion: a examination, and cli
nical judgment of thei
nvestigator to be eligib
lefor inclusioninthes
tudy

Criter YES

ionm

et?:

Criter INO3A00

ion 1D

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
1.c Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Healthy participantswho ared
Buenos Aires etermined by medical history, p

hysical examination, and clinic

al judgment of the investigator

to beeligiblefor inclusioninth

e study
1.c Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of INO3A00
Buenos Aires
1d
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Inclus 4
Buenos Aires ion N

umbe

r:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
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 20:20

Criter Capable of giving pers

ion De ona signed informed ¢

scripti onsent, which includes

on:  compliance with there
quirements and restrict
ionslistedintheICD a
nd in this protocol

Criter YES

ion m

et?:

Criter INO4AQ0

ion ID

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 4
Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Capable of giving personal sig
Buenos Aires ned informed consent, which in

cludes compliance with the req

uirements and restrictions liste

dintheICD and in this protoc

ol
1.d Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
1.d Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of INO4A00
Buenos Aires
2a
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Exclu 1
Buenos Aires sion

Num

ber:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---

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

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Crite Other medical or psych
rion iatric conditionincl. re
Descr cent (within past year)
iption or active suicidal ideati
: on/behavior/lab abnor
mality that may increas
etherisk of study parti
cipation
Crite NO
rion
met?:
Crite EXO01A00
rion |
D: (F
or Pfi
zer us
eonly
):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of )1
Buenos Aires
2.a Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Other medical or psychiatric co
Buenos Aires ndition incl. recent (within past
year) or active suicidal ideation
/behavior/lab abnormality that
may increase the risk of study
participation
2.aCriterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

Buenos Aires

2.aCriterion I1D: (For Pfizer use only)

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX01A00
Buenos Aires
2.b
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 2
Buenos Aires on Nu

mber:

Criteri Known infection wit

on Desc h human immunodefi

ription: ciency virus (HIV), h
epatitis C virus (HC
V), or hepatitis B vir
us (HBV)

Criteri NO

on met

2

Criteri EX02A00

on ID: (

For Pfi

zer use

only):
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Header Text: C4591001

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

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 20:20

2.b Exclusion Number:

r:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 2
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Known infection with human i
Buenos Aires mmunodeficiency virus (HIV),

hepatitis C virus (HCV), or hep

atitis B virus (HBV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX02A00
Buenos Aires
2c
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclu 3
Buenos Aires sion N

umbe
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History

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

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

Subject No: 12312914 Subject Initials: ---

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

Criter History of severe adve

ion De rse reaction associated

scripti with avaccine and/or s

on:  everedlergic reaction
(eg, anaphylaxis) to an
y component of the stu
dy intervention(s)

Criter NO

ionm

et?:

Criter EX03A00

ion 1D

. (For

Pfizer

useon

ly):
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Header Text: C4591001

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

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 20:20

2.c Exclusion Number:

Criterion D Receipt of medic

escription: ationsintended t
o prevent COVI
D-19

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 3
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of History of severe adverse reacti
Buenos Aires on associated with avaccine an

d/or severe allergic reaction (eg

, anaphylaxis) to any compone

nt of the study intervention(s)
2.c Criterion met?
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.c Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX03A00
Buenos Aires
2d
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusion 4
Buenos Aires Number:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

Criterion NO

met?:

Criterion | EX04A00

D: (For Pfi

zer useonl

y):
2.d Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 4
Buenos Aires
2.d Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Receipt of medicationsintende
Buenos Aires d to prevent COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.d Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX04A00
Buenos Aires
2e
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-O3:OO) Clty of Exclus 8
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
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 20:20

Buenos Aires

ion Nu
mber:

Criter Immunocompromised

ion De individuals with know

scripti n or suspected immun

on: odeficiency, as determ
ined by history and/or
laboratory/physical ex
amination

Criter NO

ion me

t?:

Criter EX08A00

ion D

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 8
Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Immunocompromised individu
Buenos Aires als with known or suspected im
munodeficiency, as determined
by history and/or laboratory/ph
ysical examination
2.e Criterion met?
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.eCriterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX08A00
Buenos Aires
2f
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-O300) Clty of Exclus 10
Buenos Aires ion N

umber
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Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312914 Subject Initials: ---

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

Criter Bleeding diathesisor ¢

ion De ondition associated wi

scripti th prolonged bleeding

on:  that would, in the opin
ion of theinvestigator,
contraindicate intramu
scular injection

Criter NO

ionm

et?:

Criter EX10A00

ionID

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 10
Buenos Aires
2.f Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Bleeding diathesis or condition
Buenos Aires associated with prolonged blee

ding that would, in the opinion

of the investigator, contraindic

ate intramuscular injection
2.f Criterion met?
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.f Criterion ID: (For Pfizer use only)
Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX10A00
Buenos Aires
29
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclusion N 11
Buenos Aires umber:

Criterion De Women who ar
scription: e pregnant or br
eastfeeding
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - 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: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Criterion me NO

t?:

Criterion ID EX11A00

. (For Pfizer

use only):
2.g Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 11
Buenos Aires
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Women who are pregnant or br
Buenos Aires eastfeeding
2.g Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.g Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX11A00
Buenos Aires
2h
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Exclusion N 12
Buenos Aires umber:
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

Criterion D Previousvaccina
escription: tion with any cor
onavirus vaccine

Criterion m NO

et?:

Criterion| EX12A00

D: (For Pfiz

er use only)
2.h Exclusion Number:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 12
Buenos Aires
2.h Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Previous vaccination with any
Buenos Aires coronavirus vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.h Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX12A00
Buenos Aires
2.
Date L ocation User Value Reason
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Header Text: C4591001

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

History

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail

Form Status: Data Complete, Locked, Frozen, Verified

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

Argerich
Subject Initials: ---

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

Aug-21-2020 16:37:38
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000 |(b) (4); (b) (6)

Data Entry:
Exclus 13
on Num
ber:

Criterio Subjects who receiv

n Descri e immunosuppressiv

ption:  etherapy, such ascy
totoxic agents or syst
emic corticosteroids

Criterio NO

n met?:

Criterio EX13A01

niID: (F

or Pfize

r useon

ly):

Initial Entry
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.i Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 13
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Subjects who receive immunos
Buenos Aires uppressive therapy, such as cyt

otoxic agents or systemic corti

costeroids
2.i Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.i Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX13A01
Buenos Aires
2
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 15
Buenos Aires ion N

umber
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312914 Subject Initials: ---

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

Criter Receipt of blood/plas

ion De ma products or immun

scripti oglobulin, from 60 da

on:  ysbeforestudy interve
ntion administration or
planned receipt throug
hout the study

Criter NO

ion m

et?:

Criter EX14A01

ion ID

. (For

Pfizer

useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 15
Buenos Aires
2.j Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Receipt of blood/plasma produ
Buenos Aires cts or immunoglobulin, from 6

0 days before study interventio

n administration or planned rec

eipt throughout the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.j Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX14A01

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

2.k

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Exclus 16

Buenos Aires on Nu

mber:

Criteri Participation in other

on Des studiesinvolving stu

criptio dy intervention withi

n: n 28 days prior to stu
dy entry and/or durin
g study participation

Criteri NO

on met

?.

Criteri EX15A01

onID:

(For Pf

izer us

eonly)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.k Exclusion Number:

Date Location User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 16
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Participation in other studiesin
Buenos Aires volving study intervention wit

hin 28 days prior to study entr

y and/or during study participa

tion
2.k Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.k Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of EX15A01
Buenos Aires
21
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Exclusio 17
Buenos Aires n Numb

er:
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12312914
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 20:20

Criterio Previous participati

n Descri on in other studiesi

ption:  nvolving study inter
vention containing |
ipid nanoparticles

Criterio NO

n met?:

Criterio EX16A01

niD: (F

or Pfize

r useon

ly):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

020 02:50

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 20:20

2.| Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 17
Buenos Aires
2.| Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Previous participation in other
Buenos Aires studiesinvolving study interve

ntion containing lipid nanopart

icles
2. Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.| Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX16A01
Buenos Aires
2m
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Exclu 22
Buenos Aires sion

Num

ber:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

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

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

Subject No: 12312914 Subject Initials: ---

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

Crite Investigator site staff o

rion r Pfizer employeesdir

Descr ectly involved inthec

iption onduct of the study, sit
e staff otherwise super
vised by the investigat
or, and their respective
family members

Crite NO

rion

met?:

Crite EX21A01

rion |

D: (F

or Pfi

zer us

eonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
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 20:20

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 22
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Investigator site staff or Pfizer
Buenos Aires employees directly involved in

the conduct of the study, site st

aff otherwise supervised by the

investigator, and their respecti

ve family members
2.m Criterion met?
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
2.m Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-21-2020 16:37:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of EX21A01

Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-21-2020 16:37:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/21/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-21-2020 16:37:46 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING

Buenos Aires

3. Status:

Date L ocation User Value Reason
Aug-21-2020 16:37:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich
Subject Initials: ---

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

Back to Form

1. Date:

Date L ocation User Value Reason

Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Aug/21/2020

Buenos Aires

2. Weight:

Date L ocation User Value Reason

Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of 103.0

Buenos Aires

3. Unit:

Date L ocation User Value Reason

Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of kg

Buenos Aires

4. Height:

Date L ocation User Value Reason

Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of 171.0

Buenos Aires

5. Unit:

Date L ocation User Value Reason

Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of cm

Buenos Aires

6. Body Mass I ndex:

Date L ocation |User |Va|ue Reason
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Header Text: C4591001

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

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

Argerich

Subject Initials: ---

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

Aug-21-2020 16:38:17 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 35.2
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Record Identifie 1
Buenos Aires r:

Temperature: 375

TemperatureUn C

it:

TemperatureLo ORAL CA

cation:: VITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 1
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of 375
Buenos Aires
7.aUnit:
Date L ocation User Value Reason
Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of C
Buenos Aires
7.a Temperature Location:
Date L ocation User Value Reason
Aug-21-2020 16:38:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

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
Argerich

Subject Initials: ---

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

(UTC-03:00) City of
Buenos Aires

(6) @), (b) (6) ~ | ORAL CAVITY
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12312914
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 20:20

Back to Form

1. Randomization Date:

Date L ocation User Value Reason
Aug-21-2020 16:38:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Aug/21/2020

Buenos Aires

2. Randomization Number:

Date L ocation User Value Reason
Aug-21-2020 16:38:46 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of 60954

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: 12312914
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-23-2020 17:53:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Aug-23-2020 17:53:31 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Aug-23-2020 17:53:41 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-23-2020 17:53:31 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Aug-23-2020 17:53:31 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b) (6) Date of Collection:
Aug/21/2020
5a
Date L ocation User Value Reason
Aug-23-2020 17:53:41 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample 1D: BHY60F
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

5.aSample D

Date L ocation User Value Reason
Aug-23-2020 17:53:41 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BHY 60F

Buenos Aires (b) (6)

5b

Date L ocation User Value Reason
Aug-23-2020 17:53:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BHY60G

Buenos Aires (b) (6)

5.b Sample|D

Date Location User Value Reason
Aug-23-2020 17:53:51 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BHY60G

Buenos Aires (b) (6)

5.c

Date Location User Value Reason
Aug-23-2020 17:54:35 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Sample 1D: BHY60H

Buenos Aires (b) (6)

5.c Sample 1D

Date Location User Value Reason
Aug-23-2020 17:54:35 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BHY60H

Buenos Aires (b) (6)

5d

Date L ocation User Value Reason
Sep-04-2020 14:39:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of ®)©) Sample | D: BXICV
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Buenos Aires (b) @), (b) (6)

5.d Sample|D

Date L ocation User Value Reason
Sep-04-2020 14:39:41 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BJ49CV

Buenos Aires (b) (6)

5e

Date L ocation User Value Reason
Sep-04-2020 14:39:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Sample |D: BMICW

Buenos Aires (b) (6)

5.eSampleD

Date L ocation User Value Reason
Sep-04-2020 14:39:50 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BJMICW

Buenos Aires (b) (6)

5.f

Date L ocation User Value Reason
Sep-04-2020 14:40:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample | D: BMOCX

Buenos Aires (b) (6)

5.f Sample ID

Date L ocation User Value Reason
Sep-04-2020 14:40:00 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BJ9CX

Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Aug-23-2020 16:23:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Aug-23-2020 16:23:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Aug-23-2020 16:23:37 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-23-2020 16:23:30 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample
(UTC-03:00) City of (autoquery) Collected? is Yes,
Buenos Aires however no
barcodes are
entered. Please
review and correct
as appropriate.
Aug-23-2020 16:23:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, YES
Buenos Aires (b) (6) Date of Collection:
Aug/21/2020
5.a
Date L ocation User Value Reason
Aug-23-2020 16:23:37 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6)
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312914
Generated By: (b) (4)

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

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Buenos Aires (b) (4), (b) (6) | SampleID: BHY669

5.aSample!|D

Date L ocation User Value Reason
Aug-23-2020 16:23:37 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BHY 669

Buenos Aires (b) (6)

Page 292 of 558

*** Confidential***
FDA-CBER-2021-5683-0871722




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

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

Back to Form

1. Wasthere a temporary delay of vaccination?

*** Confidential***

FDA-CBER-2021-5683-0871723

Date L ocation User Value Reason

Aug-21-2020 16:38:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of NO

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Aug-21-2020 16:38:59 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Aug-21-2020 16:38:59 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason

Aug-21-2020 16:38:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of Aug/21/2020 16:00

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason

Aug-21-2020 16:38:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12312914 Subject Initials: ---

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

Aug-21-2020 16:38:59 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason

Aug-21-2020 16:38:59 ACVOPFEINFPE000 |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-21-2020 16:38:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIED O

Buenos Aires BSERVATION PERIOD

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

Date L ocation User Value Reason
Aug-21-2020 16:38:59 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
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Header Text: C4591001

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

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

Argerich

Subject Initials: ---

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

Back to Form

1. Select appropriate response - Reactogenicity diary collection

(UTC-03:00) City of
Buenos Aires

NO - REACTOGENICITY E-
DIARY NOT COLLECTED F
OR THIS SUBJECT

Date L ocation User Value Reason
Aug-21-2020 16:39:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version:
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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 20:20

Back to Form

1. Date of Visit

Date L ocation User Value |Reason

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data E | Transcription Error

14:56:17 ntry:

(UTC-03:00) Sep/14/

City of 2020

Buenos Aires

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies

09:38:15 (6) 3: Clos | query

(UTC-03:00) ed

City of

Buenos Aires

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |thesubjectisa

09:31:05 3: Ans | temporary delay

(UTC-03:00) wered | because he presents

City of symptoms of

Buenos Aires potential
COVID-19 llIness.
Thank you.

Sep-21-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4747284;The

05:11:57 (b) (4) 3: Ope |Dateof Visit at

(UTC-03:00) ned Visit V2 VAX2 L

City of isthe same asthe

Buenos Aires other Date of Visit
at Visit COVID_B.
Please review for
duplication and
update as
appropriate.

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response satisfies

02:55:28 2: Clos |query

(UTC-03:00) ed

City of

Buenos Aires

Sep-20-2020 | ACVOPFEINFP6000 Mabel Berrueta Query | Vaccine treatment

17:39:54 (b) (4) 2: Ans | wasgivenon

(UTC-03:00) wered | 14SEPT2020.
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Header Text: C4591001

Visit: V2_VAX2_L

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

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

City of

Buenos Aires

Sep-20-2020 | ACVOPFEINFP6000 (b) (4), (b) Query |DM1: Per

08:46:47 (6) 2: Reis | response, kindly

(UTC-03:00) sued:O | keepthe query in

City of pened | open statusand

Buenos Aires consider
responding to it
when the Vaccine
Treatment is given.
Else clarify. Thank
you.

Sep-19-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | waiting for

18:18:50 2: Ans | reschedule of visit

(UTC-03:00) wered |2

City of

Buenos Aires

Sep-18-2020 | ACVOPFEINFP6000 (b) Query |DM: Kindly

09:29:43 (4), 2: Reis | complete VACIN

(UTC-03:00) (b) (6) sued:O | TRT form to avoid

City of pened | yelow traffic light.

Buenos Aires Thank you.

Sep-18-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | updated

08:59:49 1: Clos

(UTC-03:00) ed

City of

Buenos Aires

Sep-18-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error

08:46:28 (autoquery) 2: Ans

(UTC-03:00) wered

City of

Buenos Aires

Sep-18-2020 | ACVOPFEINFP6000 auto query Query | Transcription Error

08:46:28 (autoquery) 1. Ans

(UTC-03:00) wered

City of

Buenos Aires

Sep-18-2020 | ACVOPFEINFP6000 RominaBarrera DataE | Transcription Error

08:46:28 (b) (4) ntry:

(UTC-03:00) Sep/10/
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Header Text: C4591001
Visit: V2_VAX2_L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

Argerich

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

City of 2020

Buenos Aires

Sep-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |DM: Kindly

12:10:35 2: Ope | complete VACIN

(UTC-03:00) ned TRT form to avoid

City of yellow traffic light.

Buenos Aires Thank you.

Sep-15-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ PDQ: Date of visit

06:27:39 1: Ope | atthisvisitisout of

(UTC-03:00) ned window (1 day)

City of from Date of visit

Buenos Aires (21/Aug/2020) at
V1D1VX1L visit.
Please reconcile
and update
accordingly, else
confirm dateis
correct asis.

Sep-14-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data E | Initial Entry

10:31:44 ntry:

(UTC-03:00) Sep/14/

City of 2020

Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

1. Date:

Date L ocation User Value Reason

Oct-01-2020 13:09:46 ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

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

Buenos Aires

Oct-01-2020 13:09:46 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) Sep/14/2020

Buenos Aires

Sep-29-2020 14:56:17 ACVOPFEINFP6000 | auto query Query 2: Opened Vitd signs Date

(UTC-03:00) City of (autoquery) 10/Sep/2020 is not

Buenos Aires same as Date of
Visit 14/Sep/2020.
Please review and
update as
appropriate or
clarify.

Sep-18-2020 16:25:41 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Sep-18-2020 16:25:41 ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-03:00) City of 4, Sep/10/2020

Buenos Aires (b) (6)

Sep-18-2020 08:46:28 ACVOPFEINFP6000 | auto query Query 1: Opened Vita signs Date

(UTC-03:00) City of (autoquery) 14/Sep/2020 is not

Buenos Aires same as Date of
Visit 10/Sep/2020.
Please review and
update as
appropriate or
clarify.

Sep-14-2020 10:31:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sep/14/2020

Buenos Aires

2a
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Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Date L ocation User Value Reason
Oct-01-2020 13:10:03 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Record | dentifier: 1
Buenos Aires :

Temperature: 36.8

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
Sep-14-2020 10:31:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier: 1
Buenos Aires :

Temperature: 37.2

Temperature Unit C

TemperatureLoc ORAL CAV

ation:: ITY
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-14-2020 10:31:56 ACVOPFEINFPS000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Oct-01-2020 13:10:03 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) 36.8
Buenos Aires
Sep-14-2020 10:31:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 37.2
Buenos Aires
2.aUnit:
Date L ocation User Value Reason
Sep-14-2020 10:31:56 ACVOPFEINFP6000 |(®)(4).(®)(®) |DataEntry: Initial Entry
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Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

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

Argerich

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

Buenos Aires

(UTC-03:00) City of (b) (4), C

Buenos Aires () (6)

2.a Temperature Location:

Date L ocation User Value Reason
Sep-14-2020 10:31:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ORAL CAVITY
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Form Status. Data Complete, Locked, Frozen, Verified

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-10-2020 15:21:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-10-2020 15:21:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-29-2020 14:56:17 | ACVOPFEINFP6000 | auto query Query 4: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-29-2020 14:56:03 | ACVOPFEINFP6000 | auto query Query 4: Opened Date of Collection
(UTC-03:00) City of (autoquery) 14/Sepl2020 is
Buenos Aires greater than Date of
Visit 10/Sep/2020.
Please review and
update as
appropriate, else
clarify.
Sep-29-2020 14:56:03 | ACVOPFEINFP6E000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:;
Sep/14/2020
Sep-21-2020 05:00:22 | ACVOPFEINFP6000 | (b) (4), Query 3: Closed Temporary delay of
(UTC-03:00) City of (b) (6) vaccination
Buenos Aires
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Header Text: C4591001
Visit: V2 VAX2 L
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

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

Argerich

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

Buenos Aires

Sep-20-2020 17:38:55 | ACVOPFEINFP6000 | Mabel Berrueta | Query 3: Answered Based on medical
(UTC-03:00) City of (b) (4) record, date of
Buenos Aires collection was on
10Sep2020 and
again on
14Sep2020. Please
advise how to
complete in CRF.
Thanks
Sep-20-2020 17:34:56 | ACVOPFEINFP6000 | auto query Query 3: Opened Date of Collection
(UTC-03:00) City of (autoquery) ismore than 1 day
Buenos Aires before Dose Date
on the Vaccination
form. Please review
and update as
appropriate, else
clarify.
Sep-18-2020 08:39:13 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-18-2020 08:38:51 | ACVOPFEINFP6000 | auto query Query 2: Opened There are more
(UTC-03:00) City of (autoquery) than 1 barcode
Buenos Aires present for sample
collection. Please
review and correct
as appropriate.
Sep-10-2020 15:21:44 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-10-2020 15:21:29 | ACVOPFEINFP6000 | auto query Query 1: Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no

barcodes are
entered. Please
review and correct

Buenos Aires

Date of Collection:

Sep/10/2020

as appropriate.
Sep-10-2020 15:21:29 | ACVOPFEINFP6000 | Alan Colombo Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) YES
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

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

Argerich

Subject Initials: ---

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

5a
Date L ocation User Value Reason
Sep-18-2020 08:39:13 | ACVOPFEINFPE000 | Romina Data Entry: Transcription Error
(UTC-03:00) City of Barrera Sample | D: BR23WX (DELETED)
Buenos Aires (b) (4)
Sep-10-2020 15:21:44 | ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BP23WX
Buenos Aires
5.aSample!|D
Date L ocation User Value Reason
Sep-18-2020 08:39:13 ACVOPFEINFP6000 | Romina Data Entry: Transcription Error
(UTC-03:00) City of Barrera BR23WX (DELETED)
Buenos Aires (b) 4
Sep-10-2020 15:21:44 | ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BP23WX
Buenos Aires
5b
Date L ocation User Value Reason
Sep-18-2020 08:38:51 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sample | D: BP2FKO
Buenos Aires (b) 4
5.b Sample|D
Date L ocation User Value Reason
Sep-18-2020 08:38:51 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BP2FKO
Buenos Aires (b) (4
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Header Text: C4591001
Visit: V2 VAX2 L

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:04

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

Argerich

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

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Sep-20-2020 17:33:39 | ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Transcription Error
(UTC-03:00) City of (b) 4 YES
Buenos Aires Date of First Delay:
Sep/10/2020
Reason(s) for Temporary Del
ay of Vaccination
FEVER OR ACUTE ILLN
ESS
Sep-16-2020 07:09:21 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed posted in error
(UTC-03:00) City of (6)
Buenos Aires
Sep-16-2020 07:02:49 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened CLINQUERY:
(UTC-03:00) City of (6) temporary delay due
Buenos Aires to FEVER OR
ACUTE ILLNESS
isreported. In your
response to this
query, please clarify
if the subject
experienced fever or
acuteillness, and
please include the
temperature and/or
acute illness details.
Sep-14-2020 10:32:14 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of First Delay:
Sep/14/2020
Reason(s) for Temporary Del
ay of Vaccination
FEVER ORACUTEILLN
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

ESS

2. Treatment Name

Date L ocation User Value Reason

Sep-20-2020 17:34:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Sep-20-2020 17:34:56 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-30-2020 13:32:27 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed other query is

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

Buenos Aires

Sep-22-2020 19:04:01 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened CLINQUERY:

(UTC-03:00) City of (6) please clarify if vital

Buenos Aires sign (temperature)
was collected on
14Sep2020 and
clarify if nasal swab
was collected on
14Sep2020 when
this subject returned
and received their
2nd vaccination.

Sep-21-2020 04:59:48 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of ®)(6) query

Buenos Aires

Sep-20-2020 17:36:20 | ACVOPFEINFP6000 | Mabel Berrueta | Query 1: Answered First visit was on

(UTC-03:00) City of (b) (4) 10Sep2020.

Buenos Aires Investgator decides
temporaly delay.
Patient came back
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Header Text: C4591001

Visit: V2_VAX2_L

Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Locked, Frozen, Verified

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

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

on 14SEPT2020
and received 2nd
doses of
vaccination.

Sep-20-2020 17:34:56
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query
(autoquery)

Query 1: Opened

Dose Dateis not
equal to Date of
Visit 10/Sep/2020
of the
corresponding Visit.
Please review and

update as

appropriate.
Sep-20-2020 17:34:56 | ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sep/14/2020 11:00
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Sep-20-2020 17:34:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Sep-20-2020 17:34:56 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) LEFT
Buenos Aires
7. Route:
Date L ocation User Value Reason
Sep-20-2020 17:34:56 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-20-2020 17:34:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: V2_VAX2_L

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

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

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

(UTC-03:00) City of
Buenos Aires

THE PROTOCOL SPECIFIED O

(autocalc)
BSERVATION PERIOD

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

administration?

Date L ocation User Value Reason
Sep-20-2020 17:34:56 ACVOPFEINFP6000 | Mabel Berrueta | Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (4) YES
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Header Text: C4591001

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

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-03-2020 01:11:10 | ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies
(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-02-2020 15:21:37 | ACVOPFEINFP6000 |(b) Query 2: Answered form updated. thank
(UTC-03:00) City of 4), you

Buenos Aires (b) (6)

Nov-02-2020 05:43:46 | ACVOPFEINFP6000 |(b) (4), Query 2: Reissued:Opened RQ1: Thanksfor
(UTC-03:00) City of ®) (6) response. The form
Buenos Aires is not frozen.

Kindly update the
data as appropriate,

eseclarify.
Oct-31-2020 18:33:13 | ACVOPFEINFP6000 |(b) Query 2: Answered there was avisit on
(UTC-03:00) City of (4), september 10th, it
Buenos Aires (b) (6) corresponds to

covid a. please
unfreeze in order to
update information
there. thank you

Oct-31-2020 07:04:29 | ACVOPFEINFP6000
(UTC-03:00) City of
Buenos Aires

(b) (4), Query 2: Opened lliness ediary: As
(b) (6) per 1lIness ediary
records, subject
reported "Yes' for
the COVID-19
symptoms or
diagnosison
10SEP2020
however
corresponding valid
(non-erroneous)
COVID lllness visit
not reported. Please

clarify.
Oct-21-2020 05:29:52 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
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Header Text: C4591001

Visit: V3_MONTH1_POSTVAX2_L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

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

Argerich
Subject Initials: ---

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

Buenos Aires

Oct-20-2020 10:25:47 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Answered EOT form

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

Buenos Aires

Oct-20-2020 00:59:55 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Peatient

(UTC-03:00) City of (6) completed the

Buenos Aires treatment phase and
reached at Visit 3.
Kindly consider to
update EOT form
with matching V3
date or else clarify.
Thank you.

Oct-16-2020 12:32:33 | ACVOPFEINFPG000 |(b) (4), (b) (6) |DataEntry: Initial Entry

(UTC-03:00) City of Oct/16/2020

Buenos Aires
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Oct-16-2020 12:32:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-16-2020 12:32:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Oct-16-2020 13:56:17 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-16-2020 12:32:49 ACVOPFEINFP6000 |auto query | Query 1. Candidate 'Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Oct-16-2020 12:32:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Oct/16/2020
5.a
Date Location User Value Reason
Oct-16-2020 13:56:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample|D: BLBXBS
Buenos Aires (b) (6)
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Header Text: C4591001

Visit: V3 MONTH1 _POSTVAX2 L

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

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

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

Argerich

Subject Initials: ---

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

5.aSample D

Date L ocation User Value Reason
Oct-16-2020 13:56:17 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), BLBXBS8

Buenos Aires (b) (6)

5.b

Date L ocation User Value Reason
Oct-16-2020 15:19:57 ACVOPFEINFP6000 | Alan Colombo |Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sample | D: BPW66P

Buenos Aires

5.b Sample|D

Date L ocation User Value Reason
Oct-16-2020 15:19:57 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) BPWG66P

Buenos Aires

5.c

Date L ocation User Value Reason
Oct-16-2020 16:35:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BLBX9V

Buenos Aires (b) (6)

5.c Sample 1D

Date L ocation User Value Reason
Oct-16-2020 16:35:53 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), BLBX9V

Buenos Aires (b) (6)
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Header Text: C4591001

on Aug/25/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

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

Form Status: Data Complete, Frozen, Verified

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

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-26-2020 13:35:33 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Aug-26-2020 12:11:20 | ACVOPFEINFP6000 |(b) Query 2: Opened Date of Visitis
(UTC-03:00) City of 4), completed but Date
Buenos Aires (b) (6) of Assessment in

the Signs and
Symptoms formis
missing. Please
review and update

Buenos Aires

as appropriate.
Aug-26-2020 09:04:33 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Aug-26-2020 09:02:43 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date

of Assessment in
the Signsand
Symptoms form is
missing. Please
review and update
as appropriate.

Aug-26-2020 09:02:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

auto query Query 1: Candidate
(autoquery)

Date of Visitis
completed but Date
of Collectionin
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as

appropriate.

Aug-26-2020 09:02:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), Data Entry:
(b) (6) Aug/25/2020

Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
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 20:20

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Aug-26-2020 09:02:43 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 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Form Status. Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials; ---

Generated By: (b) (4)

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Aug/25/2020

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Nov-29-2020 22:15:42 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies

(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) 4)

Nov-24-2020 09:23:23 | ACVOPFEINFPG000 |(b) (4), Query 1. Answered The datawas

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

Buenos Aires COVID-B CRF
SOD form. Thank
you

Nov-22-2020 18:44:13 | ACVOPFEINFPE000 | Salim Query 1: Reissued:Opened Clin: Per protocol

(UTC-03:00) City of Bouguermouh section 8.3.7, please

Buenos Aires (b) (4) potential
COVID-19 illnesses
and their sequelae
should not be
recorded as SAE
since they meet
efficacy endpoint
criteria. These data
will be captured as
efficacy assessment
dataonly on
COVID-B CRF
SOD form

Nov-20-2020 19:14:13 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered COVID lllnesis

(UTC-03:00) City of (b) (6) reported in the

Buenos Aires COVID section.
However we
consider that the
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

cardiologic event
related to COVID
exceeds the
expected for
COVID disease.
Therefore we
consider that itisa
SAE.
Nov-20-2020 01:12:44 | ACVOPFEINFPE000 | Salim Query 1: Opened Medical monitor:
(UTC-03:00) City of Bouguermouh Please add the
Buenos Aires (b) (4) events related to
COVID-19"AV
block second
degree" and
"Paroxysmal
Arrhythmia' to the
section
"* Symptoms -
Other" of this CRF
form SIGNS AND
SYMPTOMS OF
POTENTIAL
COVID-19
Aug-26-2020 13:35:33 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/24/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Nov-01-2020 11:42:48 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) NO
Buenos Aires Date of Last Symptom Resolve
d:
Sep/16/2020
Oct-05-2020 11:37:41 ACVOPFEINFP6000 |(b) (4), (b) |Query 2: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Oct-03-2020 12:10:44 ACVOPFEINFPE000 |(b) (4), Query 2: Answered As per information
(UTC-03:00) City of (b) (6) loaded in RedCap,
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Header Text: C4591001

on Aug/25/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

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

Argerich

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

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

Buenos Aires (b) (4), (b) (6) thisinformation is
correct. Thank you

Sep-30-2020 22:43:04 ACVOPFEINFPE000 |(b) (4), (b) | Query 2: Opened CRA: Please verify:

(UTC-03:00) City of (6) as per medical

Buenos Aires chart, symptoms for
this COvlI| ere not
documented as
solved. Correct
accordingly.
Thanks.

Sep-25-2020 01:35:54 ACVOPFEINFP6000 | Rupa N Query 1: Closed Response satisfies

(UTC-03:00) City of Shah query

Buenos Aires (b) (4)

Sep-21-2020 09:20:17 ACVOPFEINFPE000 | auto query Query 1: Answered New Information

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

Buenos Aires

Sep-21-2020 09:20:17 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

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

Buenos Aires Date of Last Symptom Resolve

d:
Sep/7/2020

Sep-14-2020 11:50:24 ACVOPFEINFP6000 | Rupa N Query 1: Opened CliQuery:

(UTC-03:00) City of Shah COVID_B visit has

Buenos Aires (b) (4) been created while
"yes' isrecorded
here for symptoms
ongoing question.
please clarify
whether these
symptoms have an
end date.

Aug-26-2020 13:35:33 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires

4a

Date L ocation User Value Reason
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4b
Date L ocation User Value Reason
Nov-01-2020 11:39:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom YES

Present:
Sep-13-2020 12:40:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom NO

Present:
Sep-13-2020 12:39:29 ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom YES

Present:
Aug-26-2020 13:35:33 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Buenos Aires (b) (4), (b) (6) SED COUGH

Symptom NO

Present:
4.b Symptoms:
Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-01-2020 11:39:56 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Sep-13-2020 12:40:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) NO
Buenos Aires
Sep-13-2020 12:39:29 ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires
Aug-26-2020 13:35:33 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.c
Date L ocation User Value Reason
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (6) Sympto NEW OR INCREASE
Buenos Aires ms: D SHORTNESS OF B

REATH

Sympto YES

m Prese

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

on Aug/25/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12312914 Subject Initials: ---

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Generated By: (b) (4)

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

4.c Symptoms:

Date L ocation User Value Reason
Aug-26-2020 13:35:33 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
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

4d

Date L ocation User Value Reason
Aug-26-2020 13:35:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: CHILLS

Buenos Aires Symptom Present: NO

Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: CHILLS

Buenos Aires Symptom Present:

4.d Symptoms:

Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-26-2020 13:35:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4.e
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
on Aug/25/2020 Audit Trail History
Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires s ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date L ocation User Value Reason
Aug-26-2020 13:35:33 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
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
A4f
Date L ocation User Value Reason
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW LOSS OF TA
Buenos Aires ; STE OR SMELL

Symptom NO

Present:
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

4.f Symptoms:
Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
49
Date L ocation User Value Reason
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires S ED SORE THROAT

Symptom YES

Present:
4.g Symptoms:
Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4.h
Date L ocation User Value Reason
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Header Text: C4591001

on Aug/25/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

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

Argerich

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

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

Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: DIARRHEA

Buenos Aires Symptom Present: NO

4.h Symptoms:

Date L ocation User Value Reason
Aug-26-2020 13:35:33 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-26-2020 13:35:33 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-26-2020 13:35:33 ACVOPFEINFP6000 |(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-26-2020 13:35:33 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
Aug-26-2020 13:35:33 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

5a
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Header Text: C4591001
Visit: POT_COVID_ILL 1

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

on Aug/25/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

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

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Date L ocation User Value Reason
Aug-26-2020 13:35:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms - Other: Rhinorrhea

Buenos Aires

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Aug-26-2020 13:35:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Rhinorrhea

Buenos Aires
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Header Text: C4591001

on Aug/25/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

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

Argerich

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFP&000 |(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/25/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Form Created

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

Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

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

on Aug/25/2020

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: 12312914 Subject Initials: ---

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

Back to Form

1. Actual Date of Collection:

Buenos Aires

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Aug/25/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL

3. Specimen Collection Location:

Buenos Aires

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARY NX

4. Assay Code and Description:

(UTC-03:00) City of

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry

(autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Aug-26-2020 13:37:05 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TES

Buenos Aires T

6. Trade Name:

Date L ocation User Value Reason
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Aug-26-2020 13:37:05 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
Aug-26-2020 13:37:05 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Aug/25/2020

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

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

1. Actual Date of Collection:

Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sep/10/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SWABBED MATERIAL

Buenos Aires

3. Specimen Caollection Location:

Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARY NX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Oct-28-2020 13:09:18 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/25/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMPC
Buenos Aires OVID-19 DETECTION KIT
7. Test Result:
Date L ocation User Value Reason
Oct-28-2020 13:09:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE
Buenos Aires

Page 330 of 558

*** Confidential***
FDA-CBER-2021-5683-0871760




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

on Aug/25/2020 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: 12312914 Subject Initials: ---

Generated By: (b) (4)

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

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-08-2020 11:14:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | SITE

Buenos Aires

Aug-26-2020 13:47:48 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Aug-26-2020 09:04:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Sep-08-2020 11:14:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | NASAL_SWAB_SELF

Buenos Aires

Aug-26-2020 13:47:48 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Aug-26-2020 09:04:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | NASAL_SWAB_SELF

3. Sample Collected?

Date L ocation User Value Reason

Sep-08-2020 11:15:40 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Sep-08-2020 11:14:09 | ACVOPFEINFP6000 | auto query Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No

Buenos Aires and 'lf no sample
was collected or

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
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 20:20

sample was not
collected according
to protocol, please
providereason' is
missing. Please
review and update

as appropriate.
Sep-08-2020 11:14:09 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
Aug-26-2020 13:47:48 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Aug-26-2020 09:04:33 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES

Buenos Aires

Date of Collection:

Aug/25/2020

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

Date L ocation User Value Reason
Sep-08-2020 11:15:40 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not applicable. The sample wa

Buenos Aires s collected by the doctors

5a

Date L ocation User Value Reason
Sep-08-2020 11:13:51 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sample | D: BR2EBO (DELETED)
Buenos Aires

Aug-26-2020 09:03:09 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BP2FBO

Buenos Aires

5.aSample D

Date L ocation User | Value | Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Aug/25/2020

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

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Sep-09-2020 | ACVOPFEINFPG000 (b) (4), (b) Query | Data updated

04:10:04 (6) 2: Clos

(UTC-03:00) ed

City of

Buenos Aires

Sep-09-2020 | ACVOPFEINFPE000 (b) (4), (b) Query | Sample Collected is

03:58:26 (6) 1: Clos | marked asNO

(UTC-03:00) ed

City of

Buenos Aires

Sep-08-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data E | Transcription Error

11:13:51 ntry: |(DELETED)

(UTC-03:00) BR2EB

City of 8]

Buenos Aires

Sep-08-2020 | ACVOPFEINFPG000 auto query Query | Transcription Error

11:13:51 (autoquery) 2: Ans

(UTC-03:00) wered

City of

Buenos Aires

Sep-08-2020 | ACVOPFEINFP6000 auto query Query [ Answer Auto Query

11:13:51 (autoquery) 1: Ans

(UTC-03:00) wered

City of

Buenos Aires

Sep-07-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4630040;This

15:57:25 (b) (4), (b) (6) 2: Ope | Barcodeisaready

(UTC-03:00) ned recorded more than

City of once (for the same

Buenos Aires subject). Please
review and update
as appropriate.

Aug-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: Please check

03:55:03 (6) 1: Reis | for any extra space

(UTC-03:00) sued:O |inthesample D

City of pened | record. Review and

Buenos Aires correct else clarify.

Aug-26-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Query | Origina valueis

09:04:44 1: Ans | correct
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

(UTC-03:00) wered

City of

Buenos Aires

Aug-26-2020 | ACVOPFEINFP6000 auto query Query | Barcodeisnot7
09:03:09 (autoquery) 1: Ope | charactersin length.
(UTC-03:00) ned Please review and
City of correct as
Buenos Aires appropriate.
Aug-26-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | Initial Entry
09:03:09 ntry:

(UTC-03:00) BP2FB

City of 0

Buenos Aires

Page 334 of 558

*** Confidential***
FDA-CBER-2021-5683-0871764




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

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

on Aug/25/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Aug-26-2020 13:40:10 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-26-2020 13:40:10 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-07-2020 12:29:19 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

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

Buenos Aires

Aug-26-2020 14:26:06 | ACVOPFEINFP6000 |(b) Query 1: Opened 'Sample Collected?

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

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

Aug-26-2020 13:40:10 | ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample Collected?

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

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

Aug-26-2020 13:40:10 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

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

Buenos Aires Date of Collection:

Aug/25/2020
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Aug/25/2020
Form Version:

SiteNo: 1231

Subject No: 12312914

22-Apr-2020 21:03

Audit Trail History
Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

5a

Date L ocation User Value Reason

Sep-07-2020 12:29:19 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) Sample | D: BP2FBO

Buenos Aires

5.aSampleID

Date L ocation User Value |Reason

Sep-08-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | Auto closed by

16:51:56 (b) (4), (b) (6) 1: Clo | Validation Check:

(UTC-03:00) sed VC_BEETRKO001 01

City of

Buenos

Aires

Sep-08-2020 | ACVOPFEINFPE000 (b) (4), (b) (6) Query | Original valueis

11:14:49 1: An | correct

(UTC-03:00) swere

City of d

Buenos

Aires

Sep-07-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4630039;This

15:57:25 (b) (4), (b) (6) 1: Op |Barcodeisalready

(UTC-03:00) ened | recorded more than

City of once (for the same

Buenos subject). Please

Aires review and update as
appropriate.

Sep-07-2020 | ACVOPFEINFPE000 (b) (4), (b) Data | Initia Entry

12:29:19 (6) Entry

(UTC-03:00) M

City of BP2F

Buenos BO

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Argerich

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

Back to Form

la
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visits NO

or Contacts:
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visits

or Contacts:
1l.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-13-2020 12:49:41 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 L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)

1b
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Typeof Practitio EMERGEN
Buenos Aires ner: CY ROOM

Occurrenceof Vi NO

sitsor Contacts:
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitio EMERGEN
Buenos Aires ner: CY ROOM

Occurrence of Vi

sitsor Contacts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-13-2020 12:49:41 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
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b)

(6)

1.c
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Typeof Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA

Occurrenceof NO

Visitsor Conta

cts:
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA

Occur rence of

Visitsor Conta

cts:
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Header Text: C4591001

on Aug/25/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

1.c Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason
Sep-13-2020 12:49:41 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
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)
(6)
1d
Date L ocation User Value Reason
Nov-10-2020 08:31:51 | ACVOPFEINFP6000 |(b) (4). Data Entry: Transcription Error
(UTC-03:00) City of ®®) Type of Practition URGENT
Buenos Aires er: CARE
Occurrence of Viss NO
tsor Contacts:
Nov-06-2020 17:27:28 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) Typeof Practi URGENT CA
Buenos Aires tioner: RE
Occurrenceof YES
Visitsor Cont  Number of i
acts: sitsor Conta
cts:
3
Nov-05-2020 19:08:10 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-03:00) City of (6) Typeof Practition URGENT | Information
Buenos Aires er: CARE
Occurrence of Viss NO
tsor Contacts:
Nov-05-2020 19:07:03 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

Buenos Aires

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

Type of Practi URGENT CA
tioner: RE

Occurrenceof YES

Visitsor Cont  Number of Vi
acts: sitsor Conta
cts:
3
Sep-13-2020 19:47:48 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Typeof Practition URGENT
Buenos Aires er: CARE
Occurrence of Viss NO
tsor Contacts:
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practition URGENT
Buenos Aires er: CARE
Occurrenceof Vis
tsor Contacts:
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Header Text: C4591001

on Aug/25/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

1.d Physician or Healthcare Professional:

*** Confidential***

Date L ocation User Value Reason

Sep-13-2020 12:49:41 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-11-2020 12:47:44 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Closed Response satisfies

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

Buenos Aires

Nov-10-2020 08:31:51 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Nov-10-2020 08:31:51 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-03:00) City of @), NO

Buenos Aires (b)

Nov-09-2020 20:34:28 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Opened CRA: please note

(UTC-03:00) City of (6) that History of

Buenos Aires Covid A does not
mention any visit to
health care service.
It seems that this
information was
confused with the
visits to health care
did as part of Covid
B. Verify and
correct accordingly.
Thanks.

Nov-06-2020 17:27:28 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information

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

Buenos Aires Number of Visits or Contacts:

3
Nov-05-2020 19:08:10 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Changed
(UTC-03:00) City of (6) NO Information
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

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

Argerich

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

Buenos Aires (b) (4), (b) (6)
Nov-05-2020 19:07:03 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) YES
Buenos Aires Number of Visits or Contacts:
3
Sep-13-2020 19:47:48 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI
ON

Occurrenceof NO

Visitsor Conta

cts:
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti TELEPHONE
Buenos Aires oner: CONSULTATI

ON

Occurrence of

Visitsor Conta

cts:
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Aug/25/2020
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: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1l.e Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-13-2020 12:49:41 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
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)
(6)

1f
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFPE000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrence of Visitsor NO

Contacts:
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrence of Visitsor

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-13-2020 12:49:41 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Sep-13-2020 19:47:48 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b)

(6)
2. Other Type of Practitioner Specify:
Date L ocation User Value Reason
Sep-14-2020 11:20:56 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

(UTC-03:00) City of (4), query
Buenos Aires (b)
Sep-13-2020 19:49:36 ACVOPFEINFP6000 |(b) (4), (b) Query 1: Answered has already been
(UTC-03:00) City of (6) completed. Thank
Buenos Aires you
Sep-10-2020 21:47:02 ACVOPFEINFP6000 |(b) (4), Query 1: Opened Please kindly
(UTC-03:00) City of (b) (6) complete the whole
Buenos Aires Hedlth Care

Utilization page.

Thank you!
3. Hasthe subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Nov-17-2020 10:40:39 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) NO
Buenos Aires
Nov-06-2020 17:28:36 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information
(UTC-03:00) City of (6) YES
Buenos Aires Has the subject been in intensi

ve care due to potential COVI
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Header Text: C4591001

on Aug/25/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

Subject Initials: ---

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

*** Confidential***

D-19illness?
NO

Sep-16-2020 10:56:38 ACVOPFEINFP6000 |(b) Query 1: Closed Response satisfies

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

Buenos Aires (b) (6)

Sep-16-2020 10:43:12 | ACVOPFEINFPE000 |(b) (4), Query 1: Answered Theinformation 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.

Sep-14-2020 09:27:56 | ACVOPFEINFP6000 | (b) Query 1: Reissued:Opened Please confirm

(UTC-03:00) City of (4), whether the

Buenos Aires (b) (6) participant sought
medical attention
for this respiratory
illness episode.

Sep-13-2020 19:48:27 | ACVOPFEINFP6000 |(b) (4), (b) Query 1. Answered Origind valueis

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

Buenos Aires

Sep-13-2020 19:48:07 ACVOPFEINFP6000 | 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.

Sep-13-2020 19:48:07 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: New Information

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

Buenos Aires
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Header Text: C4591001

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

on Aug/25/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

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

Argerich

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

Sep-13-2020 12:49:41
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4),
(b) (6)

Data Entry:
YES

Has the subject been in intensi
ve care due to potential COVI
D-19illness?

NO

Initial Entry
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Header Text: C4591001

on Aug/25/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form Status:

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: HOSPITALIZATION DETAILS - Audit Trail

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

Argerich

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-16-2020 18:49:39 | ACVOPFEINFPG000 |(b) (4), (b) Form Deleted Transcription
(UTC-03:00) City of (6) Error
Buenos Aires
Nov-06-2020 17:29:22 ACVOPFEINFP6000 |(b) (4), (b) Form Created
(UTC-03:00) City of (6)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Aug/25/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Verified

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

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason

Nov-06-2020 17:29:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason

Nov-16-2020 19:19:17 | ACVOPFEINFP6000 | Rupa N Shah | Query 2: Closed Response satisfies

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

Buenos Aires

Nov-16-2020 18:48:38 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Answered Dueto an

(UTC-03:00) City of (6) inadvertent error,

Buenos Aires this form was
loaded incorrectly,
since it belongsto
covid B. Therefore,
it is deleted. Thank
you

Nov-16-2020 07:57:06 | ACVOPFEINFP6000 |Rupa N Shah | Query 2: Opened CLIQ: Given that

(UTC-03:00) City of (b) 4 the subject has been

Buenos Aires hospitalized. Please
enter any available
information (vital
signs, pulse
OXymet, respiratory
treatment, lab
results, imaging...)
in appropriate CRF.
Please make every
effort to obtain
these information.

Nov-16-2020 07:56:40 | ACVOPFEINFP6000 | Rupa N Shah | Query 1: Closed requery.

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

Buenos Aires
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*** Confidential***

Nov-16-2020 07:55:56 | ACVOPFEINFP6000 | Rupa N Shah | Query 1: Opened CLIQ: This subject

(UTC-03:00) City of (b) (4) had COVID-19

Buenos Aires IlIness and was
hospitalized. Please
enter any available
information (vital
signs, pulse
OXymet, respiratory
treatment, lab
results, imaging...)
in appropriate CRF.
Please make every
effort to obtain
these information.

Nov-06-2020 17:29:22 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason

Nov-06-2020 17:29:22 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of @), Nov/6/2020

Buenos Aires (b)

(6)

4. Ongoing?

Date L ocation User Value Reason

Nov-06-2020 17:29:22 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of @), YES

Buenos Aires (b)

(6)
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit

on Aug/25/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

Back to Form

1. Category of Clinical Event:

Date L ocation

User

Value

Reason

Sep-14-2020 11:21:27
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b)

(4),
(b)

Query 1: Closed

Response satisfies
Query

Sep-13-2020 12:53:15
(UTC-03:00) City of

ACVOPFEINFP6000 |(b) (4),

(b) (6)

Query 1: Answered

The form was
completed. Thank

Buenos Aires you.
Sep-13-2020 12:52:04 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) POTENTIAL COVID-19ILLN

Buenos Aires ESS

Sep-03-2020 20:37:46 ACVOPFEINFP6000 |(b) (4), Query 1. Opened Please kindly
(UTC-03:00) City of (b) (6) complete this page.
Buenos Aires Thank you!
2. Was a diagnosis obtained for Potential COVID-19 I1Iness?

Date L ocation User Value Reason
Sep-13-2020 12:52:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Sep-13-2020 12:52:04 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1

Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - Audit Trail

on Aug/25/2020

Form Version: 06-Jul-2020 21:53 Form Status:

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

Subject No: 12312914 Subject Initials: ---

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date Location User Value Reason

Nov-04-2020 17:11:10 ACVOPFEINFP6000 ((b) (4), Form Deleted This

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

Buenos Aires belongs to
COV ILL 2

Nov-04-2020 15:22:24 ACVOPFEINFP6000 |(b) (4), Form Created

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Aug/25/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Deleted, Verified

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

Argerich

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

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-04-2020 15:22:24 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/2/2020
Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Nov-04-2020 15:22:24 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHEST
Buenos Aires
3. Type of Imaging Exam:
Date L ocation User Value Reason
Nov-04-2020 15:22:24 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) X-RAY
Buenos Aires
4. Assessment:
Date L ocation User Value Reason
Nov-04-2020 15:22:24 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ABNORMAL
Buenos Aires If abnormal, specify findings:

Right lung base abnormalities
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on Oct/29/2020

Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

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

Back to Form

*** Confidential***

Page 353 of 558

1. Date of Visit

Date L ocation User Value |Reason

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

18:23:20 (autoquery) 18: Del

(UTC-03:00) eted

City of

Buenos Aires

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

18:20:51 (autoquery) 19: Del

(UTC-03:00) eted

City of

Buenos Aires

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

18:17.07 (autoquery) 20: Ddl

(UTC-03:00) eted

City of

Buenos Aires

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Erroneous Visit is

18:16:39 (autoquery) 20: Can | marked, but date of

(UTC-03:00) didate |visitisentered.

City of Please check

Buenos Aires whether other
assessments are
performed at this
visit.

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis

18:16:39 (autoquery) 19: Can | completed but Date

(UTC-03:00) didate | of Assessmentin

City of the Signsand

Buenos Aires Symptomsformis
missing. Please
review and update
as appropriate.

Oct-31-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis

18:16:39 (autoquery) 18: Can | completed but Date

(UTC-03:00) didate | of Collectionin

City of both Nasal Swab
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
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 20:20

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-31-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataE | New Information

18:16:39 ntry:

(UTC-03:00) Oct/29/

City of 2020

Buenos Aires

Oct-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ Erroneousvisitis

16:08:53 16: Del | entered. Not

(UTC-03:00) eted Applicableis

City of entered on other

Buenos Aires pages.

Oct-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Erroneousvisitis

16:07:38 15: Del | entered. Not

(UTC-03:00) eted Applicableis

City of entered on other

Buenos Aires pages.

Oct-29-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Forms are marked

07:45:44 (6) 17: Del |asNot Applicable.

(UTC-03:00) eted

City of

Buenos Aires

Oct-28-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [ Response satisfies

17:08:22 14: Clo | query

(UTC-03:00) sed

City of

Buenos Aires

Oct-28-2020 | ACVOPFEINFP6000 auto query Query | Erroneous Visit is

14:01:10 (autoquery) 17: Can | marked, but date of

(UTC-03:00) didate |visitisentered.

City of Please check

Buenos Aires whether other
assessments are
performed at this
visit.

Oct-28-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
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 20:20

*** Confidential***

Page 355 of 558

13:01:15 (autoquery) 16: Can | completed but Date
(UTC-03:00) didate | of Assessmentin
City of the Signsand
Buenos Aires Symptomsformis
missing. Please
review and update
as appropriate.
Oct-28-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
12:58:38 (autoquery) 15: Can | completed but Date
(UTC-03:00) didate | of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-28-2020 | ACVOPFEINFP6000 auto query Query | Answer Auto
12:58:38 (autoquery) 14: Ans | Query
(UTC-03:00) wered
City of
Buenos Aires
Oct-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: Per response
12:18:16 (6) 14: Rel |asvidtisinitiated
(UTC-03:00) ssued: | inerror, please
City of Opened | consider clearing
Buenos Aires al thedatain the
visit and add form
level comment
"Not applicable" in
al forms. Thank
you.
Oct-28-2020 | ACVOPFEINFP6000 Maria Beretta Query |Thisisan
10:17:29 (b) (4) 14: Ans | erroneous visit
(UTC-03:00) wered | Thank you
City of
Buenos Aires
Oct-28-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Dateof Visitis
06:19:55 (6) 14: Op | completed but Date
(UTC-03:00) ened of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

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

Swab are missing.
Please review and
update as
appropriate.
Oct-27-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
18:55:19 (autoquery) 14: Can | completed but Date
(UTC-03:00) didate | of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-27-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query
11:45:36 (autoquery) 13: Clo
(UTC-03:00) sed
City of
Buenos Aires
Oct-27-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Dateof Visitis
08:24:11 (6) 13: Op |completed but Date
(UTC-03:00) ened of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-26-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
16:43:17 (autoquery) 13: Can | completed but Date
(UTC-03:00) didate | of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-23-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query
12:39:08 (autoquery) 12: Clo
(UTC-03:00) sed
City of
Buenos Aires
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Header Text: C4591001

on Oct/29/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

*** Confidential***

Oct-21-2020 | ACVOPFEINFP6000 (b) Query [ Dateof Visitis
17:14:56 (4), 12: Op | completed but Date
(UTC-03:00) (b) (6) ened of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-21-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
10:54:05 (autoquery) 12: Can | completed but Date
(UTC-03:00) didate | of Collectionin
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-21-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query
10:54:05 (autoquery) 11: Clo
(UTC-03:00) sed
City of
Buenos Aires
Oct-20-2020 | ACVOPFEINFP6000 (b) (4), (b) Query |[Dateof Visitis
08:03:42 (6) 11: Ope | completed but Date
(UTC-03:00) ned of Collection in
City of both Nasal Swab
Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.
Oct-19-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis
09:56:27 (autoquery) 11: Can | completed but Date
(UTC-03:00) didate | of Collectionin
City of both Nasal Swab
Buenos Aires 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 Oct/29/2020

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

Subject No: 12312914
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 20:20

Oct-16-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

15:18:53 (autoquery) 10: Déel

(UTC-03:00) eted

City of

Buenos Aires

Oct-16-2020 | ACVOPFEINFP6000 auto query Query |[Dateof Visitis

09:23:24 (autoquery) 10: Can | completed but Date

(UTC-03:00) didate | of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-12-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

11:56:41 (autoquery) 9: Clos

(UTC-03:00) ed

City of

Buenos Aires

Oct-06-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | DM: Date of Visit

10:15:54 (6) 9: Ope |iscompleted but

(UTC-03:00) ned Date of Collection

City of in both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate. Thank
you.

Oct-05-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis

10:52:56 (autoquery) 9: Cand | completed but Date

(UTC-03:00) idate of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-04-2020 | ACVOPFEINFP6000 (b) (4), Query | Response satisfies

09:31:20 (b) (6) 8: Clos | query

(UTC-03:00) ed
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

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

*** Confidential***
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City of

Buenos Aires

Oct-03-2020 | ACVOPFEINFP6000 auto query Query [ Answer Auto

15:26:08 (autoquery) 8: Ans | Query

(UTC-03:00) wered

City of

Buenos Aires

Sep-29-2020 | ACVOPFEINFP6000 (b) Query | Please complete

13:55:36 (4), 8: Reis | Nasal Swab form.

(UTC-03:00) (b) (6) sued:O | Thank you.

City of pened

Buenos Aires

Sep-29-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | The date does not

13:23:23 8: Ans | correspond

(UTC-03:00) wered

City of

Buenos Aires

Sep-25-2020 | ACVOPFEINFP6000 (b) Query | Dateof Visitis

15:20:19 (4), 8: Ope | completed but Date

(UTC-03:00) (b) (6) ned of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-25-2020 | ACVOPFEINFP6000 auto query Query |[Dateof Visitis

10:39:58 (autoquery) 8: Cand | completed but Date

(UTC-03:00) idate of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-24-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

13:46:47 (autoquery) 7: Dele

(UTC-03:00) ted

City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
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 20:20

Sep-23-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis

19:19:39 (autoquery) 7: Cand | completed but Date

(UTC-03:00) idate of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-23-2020 | ACVOPFEINFP6000 auto query Query | Close Auto Query

19:14:34 (autoquery) 6: Clos

(UTC-03:00) ed

City of

Buenos Aires

Sep-22-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response satisfies

09:37:29 (6) 5: Clos | query

(UTC-03:00) ed

City of

Buenos Aires

Sep-22-2020 | ACVOPFEINFP6000 (b) Query | Dateof Visitis

09:09:46 (4), 6: Ope | completed but Date

(UTC-03:00) (b) (6) ned of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-22-2020 | ACVOPFEINFP6000 auto query Query | Dateof Visitis

08:47:26 (autoquery) 6: Cand | completed but Date

(UTC-03:00) idate of Collectionin

City of both Nasal Swab

Buenos Aires Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Sep-21-2020 | ACVOPFEINFP6000 (b) Query | Response satisfies

12:15:19 (4), 4: Clos |query

(UTC-03:00) (b) (6) ed

City of
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Oct/29/2020

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

Subject No: 12312914
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 20:20

Buenos Aires

Sep-21-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query [thesubjectisa

09:30:39 5: Ans | temporary delay

(UTC-03:00) wered | because he presents

City of symptoms of

Buenos Aires potential
COVID-19 llIness.
Thank you.

Sep-21-2020 | ACVOPFEINFP6000 auto query Query | Answer Auto

09:24:38 (autoquery) 4: Ans | Query

(UTC-03:00) wered

City of

Buenos Aires

Sep-21-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | DMW QUERY Query | DMW4747283;The

05:11:57 (b) (4), (b) (6) 5: Ope |Dateof Visita

(UTC-03:00) ned Visit COVID Bis

City of the same asthe

Buenos Aires other Date of Visit
at Visit
V2 VAX2 L.
Please review for
duplication and
update as
appropriate.

Sep-21-2020 | ACVOPFEINFP6000
02:35:14
(UTC-03:00)
City of
Buenos Aires

(b) (4), (b) (6) Query
4: Reis
sued:O
pened

DM1: Thanks for
response. Please
complete Nasal
Swab form
correctly as Nasal
Swab Self formis
completed. Please
review and update
as appropriate.
Thanks
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
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 20:20

Back to Form

1. Date of Visit
Date L ocation User Value Reason
Sep-19-2020 10:50:53 | ACVOPFEINFPG000 |(b) (4), (b) Query 4: Answered All forms have
(UTC-03:00) City of (6) been uploaded.
Buenos Aires Thank you.
Sep-15-2020 10:44:04 | ACVOPFEINFP6000 |(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-14-2020 13:12:03 | 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-14-2020 13:12:03 | ACVOPFEINFP6000 | auto query Query 3: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-14-2020 13:11:06 | 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-13-2020 12:55:19 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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 20:20

*** Confidential***

Buenos Aires

Sep-13-2020 12:54:31 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

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

Buenos Aires

Sep-13-2020 12:54:04 | 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 formis
missing. Please
review and update
as appropriate.

Sep-13-2020 12:54:04 | 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-13-2020 12:54:04 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Sep/10/2020

Buenos Aires

2. Erroneous Visit

Date L ocation User Value Reason

Oct-31-2020 18:17:07 | ACVOPFEINFP6000 |(b) Data Entry: New Information

(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:10 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry

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

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
on Oct/29/2020

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: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Sep-13-2020 12:54:04 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 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312914 Subject Initials: ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-29-2020 22:13:37 | ACVOPFEINFP6000 | Salim Query 1: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) 4
Nov-26-2020 11:23:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1. Answered AV black second
(UTC-03:00) City of degree was
Buenos Aires uploaded in
"Symptoms other".
Thank you
Nov-26-2020 04:03:49 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Clin: please
(UTC-03:00) City of (6) consider capturing
Buenos Aires "AV block second
degree” dueto

COVID-19inthe
section " Symptoms

- Other"
Nov-25-2020 16:59:18 | ACVOPFEINFP6000 | Salim Query 1: Candidate Clin: please
(UTC-03:00) City of Bouguermouh consider capturing
Buenos Aires (b) (4) "AV block second

degree" dueto

COVID-19inthe
section " Symptoms

- Other"
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Oct/29/2020
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (@),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4) Not Applicable
Buenos Aires
Oct-28-2020 13:01:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

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

Argerich

Subject Initials: ---

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

Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/10/2020
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Oct/26/2020
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4) Not Applicable
Buenos Aires
Oct-28-2020 13:01:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/9/2020
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Dec-01-2020 19:29:20 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Closed Response satisfies
(UTC-03:00) City of (6) query
Buenos Aires
Dec-01-2020 11:34:18 | ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Dec-01-2020 11:34:18 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) NO
Buenos Aires Date of Last Symptom Reso
Ived:
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Argerich

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

Nov/17/2020

Nov-30-2020 17:19:14 | ACVOPFEINFPGE000 |(b) (4), (b) (6) Query 3: Opened Per chart

(UTC-03:00) City of convalescence visit

Buenos Aires 18Nov20 thelas
symptom cough
enter on
17Nov2020. Please
review and update
CRF if necessary.
thanks

Nov-29-2020 22:13:24 | ACVOPFEINFP6000 | Salim Query 2: Closed Response satisfies

(UTC-03:00) City of Bouguermouh query

Buenos Aires (b) (4)

Nov-26-2020 11:20:47 | ACVOPFEINFP6000 |auto query Query 2: Answered Transcription Error

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

Buenos Aires

Nov-26-2020 11:20:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of YES

Buenos Aires

Nov-26-2020 03:32:40 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Clin: Since

(UTC-03:00) City of (6) "Paroxysmal

Buenos Aires Arrhythmia" and
"AV block second
degree" dueto
COVID-19 are
ongoing. Please
consider updating
Date of Last
Symptom Resolved
asongoing instead
of 17Nov2020

Nov-25-2020 17:03:25 | ACVOPFEINFP6000 |Saim Query 2: Candidate Clin: Since

(UTC-03:00) City of Bouguermouh "Paroxysmal

Buenos Aires (b) (4) Arrhythmia' and

"AV block second
degree" dueto
COVID-19 are
ongoing. Please
consider updating
Date of Last

*** Confidential***

Page 367 of 558

FDA-CBER-2021-5683-0871797




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

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

Argerich

Subject Initials: ---

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

Symptom Resolved
asongoing instead
of 17Nov2020

Nov-19-2020 09:40:25
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:
NO

New Information

Buenos Aires Date of Last Symptom Reso
Ived:
Nov/17/2020

Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), YES

Buenos Aires (b) (6)

Oct-31-2020 18:18:03 | ACVOPFEINFPGE000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-29-2020 08:26:54 | ACVOPFEINFPGE000 | (b) Query 1: Closed Response satisfies

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

Buenos Aires (b)

Oct-28-2020 14:01:23 | ACVOPFEINFPE000 | Maria Beretta Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 13:00:54 | ACVOPFEINFPG000 | auto query Query 1: Answered Transcription Error

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

Buenos Aires

Oct-28-2020 13:00:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Oct-27-2020 11:51:41 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: Subject has

(UTC-03:00) City of (6) completed iliness

Buenos Aires Visit and symptoms
are resolved,
however
Convalescent Visit
not yet initiated.
Please review and
update as
appropriate. Thank
you.
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2 - 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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

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

Sep-21-2020 11:55:45
(UTC-03:00) City of

ACVOPFEINFP6000

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

Data Entry:
NO

New Information

Buenos Aires Date of Last Symptom Reso

Ived:

Sep/16/2020

Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.a
Date L ocation User Value Reason
Nov-04-2020 08:30:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Symptoms: FEVER

Buenos Aires Symptom Present: YES
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-OS:QO) City of (4), Symptoms: FEVER
Buenos Aires (b) (6) Symptom Present: NO
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Symptoms: FEVER
Buenos Aires (b) (6) Symptom Present:
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 |MaiaBeretta | DataEntry: Initial Entry
(UTC-03:QO) City of (b) (4) Symptoms: FEVER
Buenos Alires Symptom Pres Not Applica

ent: ble
Oct-28-2020 13:00:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: FEVER

*** Confidential***

Buenos Aires Symptom Present:

Sep-13-2020 12:54:31 | 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
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

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

Argerich

Subject Initials: ---

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

Sep-13-2020 12:54:31 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-04-2020 08:30:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 13:00:47 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4b
Date L ocation User Value Reason
Nov-04-2020 08:30:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Symptom NEW OR INCRE
Buenos Aires s: ASED COUGH

Symptom YES

Present:
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s ASED COUGH
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Version: 21-Aug-2020 02:52

Audit Trail History

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

Argerich
Subject Initials: ---

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

Symptom Not Applicable
Present:

Symptom NO

Present:
Oct-31-2020 18:18:03 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptom NEW OR INCRE
Buenos Aires (b) (6) s: ASED COUGH

Symptom

Present:
Oct-28-2020 14:01:23 | ACVOPFEINFPB000 | Maria Beretta DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Oct-28-2020 13:00:36 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom

Present:
Sep-13-2020 12:54:31 | ACVOPFEINFPS000 |(b) (4), (b) (6) |DataEntry: Initial Entry
(UTC-03:00) City of Symptom NEW OR INCRE
Buenos Aires S ASED COUGH

Symptom YES

Present:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

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

Argerich

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

4.b Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUG
Buenos Aires H
4.b Was symptom present?
Date L ocation User Value Reason
Nov-04-2020 08:30:39 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES
Buenos Aires
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 13:00:36 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.c
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCREA
Buenos Aires (b) (6) ms.  SED SHORTNESS

OF BREATH
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Version: 21-Aug-2020 02:52

Audit Trail History

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

Argerich
Subject Initials: ---

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

Sympto NO
m Pres
ent:

Oct-31-2020 18:18:03
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Data Entry:

Sympto NEW OR INCREA

ms: SED SHORTNESS
OF BREATH

Sympto

m Pres

ent:

Initial Entry

Oct-28-2020 14:01:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Maria Beretta
(b) (4)

Data Entry:

Sympto NEW OR INCREA

ms. SED SHORTNESS
OF BREATH

Sympto Not Applicable
m Pres
ent:

Initial Entry

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

ACVOPFEINFP6000

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

Data Entry:

Sympto NEW OR INCREA

ms: SED SHORTNESS
OF BREATH

Sympto

m Pres

ent:

Transcription Error

Sep-13-2020 12:54:31
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

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

Data Entry:

Sympto NEW OR INCREA

ms.  SED SHORTNESS
OF BREATH

Sympto NO
m Pres
ent:

Initial Entry
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

4.c Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 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
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 13:00:28 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4d
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) (&) Symptom Present: NO
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: CHILLS
Buenos Aires (b) (6) Symptom Present:
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Symptoms: CHILLS

Page 374 of 558

*** Confidential***
FDA-CBER-2021-5683-0871804




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Buenos Aires Symptom Pres Not Applica

ent: ble
Oct-28-2020 13:00:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: CHILLS

*** Confidential***
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Buenos Aires Symptom Present:

Sep-13-2020 12:54:31 | 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-13-2020 12:54:31 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
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO

Buenos Aires (b) (6)

Oct-31-2020 18:18:03 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 13:00:20 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

4e

Date L ocation User Value Reason
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Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Oct-31-2020 18:20:51 | 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 YES
m Presen
t:
Oct-31-2020 18:18:03 | 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:
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Back to Form

4.e
Date L ocation User Value Reason
Oct-28-2020 14:01:23 ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-OS:QO) City of (b) (4) Sympto  NEW OR INCREA
Buenos Aires ms: SED MUSCLE PAI
N
Sympto  Not Applicable
m Presen
t:
Oct-28-2020 13:00:12 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREA
Buenos Aires ms: SED MUSCLE PAI
N
Sympto
m Presen
t:
Sep-13-2020 12:54:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC—OB:QO) City of (b) (6) Sympto  NEW OR INCREA
Buenos Aires ms: SED MUSCLE PAI
N
Sympto NO
m Presen
t:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

4.e Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED MUSC
Buenos Aires LE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, YES
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 13:00:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.f
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW LOSSOF T
Buenos Aires (b) (6) ms: ASTE OR SMEL
L

Sympto NO

m Presen

t:
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-03:00) City of ® ©) Sympto  NEW LOSS OF T
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Sympto Not Applicable
m Presen
t:

Buenos Aires (b) (4), (b) (6) ms: ASTE OR SMEL
L
Sympto
m Presen
t:
Oct-28-2020 14:01:23 | ACVOPFEINFPG000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sympto  NEW LOSSOF T
Buenos Aires ms; ASTE OR SMEL
L

t:

Oct-28-2020 13:00:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Transcription Error
(UTC-03:00) City of Sympto NEW LOSSOFT
Buenos Aires ms: ASTE OR SMEL
L
Sympto
m Presen
t:
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sympto NEW LOSSOFT
Buenos Aires ms: ASTE OR SMEL
L
Sympto NO
m Presen
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

4.f Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SM
Buenos Aires ELL
4.f Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6) i)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 13:00:04 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
49
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sympto NEW OR INCRE
Buenos Aires (b) (6) ms: ASED SORE TH
ROAT

Sympto YES

m Prese

nt:
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) (4). Data Entry: Initial Entry
(UTC-03:00) City of e Sympto NEW OR INCRE
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:52

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

ms: ASED SORE TH
ROAT

Sympto Not Applicable

m Prese

nt:

Buenos Aires (b) (4), (b) 6) | ms ASED SORE TH
ROAT
Sympto
m Prese
nt:
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Sympto NEW OR INCRE

Oct-28-2020 12:59:54
(UTC-03:00) City of

ACVOPFEINFP6000

(b) (4), (b) (6)

Data Entry:
Sympto NEW OR INCRE

Transcription Error

(UTC-03:00) City of
Buenos Aires

Sympto  NEW OR INCRE
ms: ASED SORE TH
ROAT

Sympto YES
m Prese
nt:

Buenos Aires ms: ASED SORE TH
ROAT
Sympto
m Prese
nt:
Sep-13-2020 12:54:31 | ACVOPFEINFPB000 |(b) (4), (b) (6) Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

4.9 Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE
Buenos Aires THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4, YES
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:59:54 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of YES
Buenos Aires
4.h
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFPS000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: DIARRHE
Buenos Aires (b) (6) A

Symptom Prese NO

nt:
Oct-31-2020 18:18:03 | ACVOPFEINFPG000 |(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 Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Symptom Prese

Symptom Prese
nt:

nt:
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Symptoms.  DIARRHE
Buenos Aires A

Symptom Pres Not Applica

ent: ble
Oct-28-2020 12:59:46 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: DIARRHE
Buenos Aires A

Sep-13-2020 12:54:31
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Data Entry:
Symptoms: DIARRHE
A

Symptom Prese NO
nt:

Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

4.h Symptoms:
Date L ocation User Value Reason
Sep-13-2020 12:54:31 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
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:59:46 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
4.
Date L ocation User Value Reason
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITIN
Buenos Aires (b) (6) G

Symptom Prese NO

nt:
Oct-31-2020 18:18:03 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms: VOMITIN
Buenos Aires (b) (6) G
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:52

Audit Trail History

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Symptom Prese

Symptom Prese

nt:

nt:
Oct-28-2020 14:01:23 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Symptoms.  VOMITIN
Buenos Aires G

Symptom Pres Not Applica

ent: ble
Oct-28-2020 12:59:37 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

*** Confidential***

Sep-13-2020 12:54:31 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Symptoms: VOMITIN
Buenos Aires G

Symptom Prese NO

nt:
4.i Symptoms:
Date Location User Value Reason
Sep-13-2020 12:54:31 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
Oct-31-2020 18:20:51 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Oct-31-2020 18:18:03 | 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 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

4.i Was symptom present?

Date L ocation User Value Reason
Oct-28-2020 14:01:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 12:59:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-13-2020 12:54:31 | ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

5a

Date L ocation User Value Reason
Oct-31-2020 18:21:16 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms - Other: headache

Buenos Aires (b) (6)

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Nov-04-2020 12:58:58 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Closed Response satisfies
(UTC-03:00) City of (6) query

Buenos Aires

Nov-04-2020 08:36:05
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 2: Answered

The form was
update. Thank you

Nov-03-2020 20:18:43
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 2: Opened

Per clinical chart
note dated 28oct20
subject has general
malasie. Please
review chart and
update if necessary.
thanks
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Nov-03-2020 20:15:31 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Nov-03-2020 15:02:34 | ACVOPFEINFP6000 | Adolfo Gonzalez | Query 1: Answered Dataisnotin

(UTC-03:00) City of (b) (4) subject record

Buenos Aires

Nov-03-2020 13:29:37 | ACVOPFEINFPE000 |(b) (4), (b) Query 1: Opened CRA: please that

(UTC-03:00) City of (6) medical note refers

Buenos Aires Malaise. Please
include
accordingly.
Thanks.

Oct-31-2020 18:21:16 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of (4), headache

Buenos Aires (b) (6)

5.b

Date L ocation User Value Reason

Nov-04-2020 08:35:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Symptoms - Other: feeling tired

Buenos Aires

5.b Symptoms - Other Text:

Date L ocation User Value Reason

Nov-04-2020 08:35:38 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) feeling tired

Buenos Aires

5.c

Date L ocation User Value Reason

Nov-19-2020 15:47:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) Symptoms- O Paroxysmal Arry

Buenos Aires ther: thmia
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Oct/29/2020 Audit Trail History

Form Version: 21-Aug-2020 02:52 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

5.c Symptoms - Other Text:

Date L ocation User Value Reason
Nov-19-2020 15:47:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Paroxysmal Arrythmia

Buenos Aires

5.d

Date L ocation User Value Reason
Nov-26-2020 11:22:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Symptoms- AV block second

Buenos Aires (b) (6) Other: degree

5.d Symptoms - Other Text:

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Date L ocation User Value Reason
Nov-26-2020 11:22:15 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), AV block second degree
Buenos Aires (b) (6)
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Header Text: C4591001

on Oct/29/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

Date L ocation User Value Reason
Sep-13-2020 12:54:48 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 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Oct-31-2020 18:22:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Oct/29/2020

Buenos Aires (b) (6)

Oct-31-2020 18:21:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:42 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Not Applicable

Buenos Aires

Oct-28-2020 12:58:52 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-13-2020 12:54:48 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Sep/10/2020

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Oct-31-2020 18:22:09 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), SWABBED MATERIAL

Buenos Aires (b) (6)

Oct-31-2020 18:21:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:42 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 12:59:03 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-13-2020 12:54:48 | ACVOPFEINFPG000 |(b) (4), (b) (6) | DataEntry: Initial Entry

(UTC-03:00) City of

SWABBED MATERIAL
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Oct-31-2020 18:22:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NASOPHARYNX

Buenos Aires (b) (6)

Oct-31-2020 18:21:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:42 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4) Not Applicable

Buenos Aires

Oct-28-2020 12:59:12 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-13-2020 12:54:48 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NASOPHARYNX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Oct-31-2020 18:22:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

Oct-31-2020 18:21:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-28-2020 14:01:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-28-2020 12:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-13-2020 12:54:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR
Buenos Aires OME CORONAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Oct-31-2020 18:22:09 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTIC TE
Buenos Aires ST
Oct-31-2020 18:21:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-28-2020 14:01:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable
Buenos Aires
Oct-28-2020 12:58:52 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Sep-13-2020 12:54:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTICTE
Buenos Aires ST
6. Trade Name:
Date L ocation User Value Reason
Oct-31-2020 18:22:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), ATILA BIOSYSTEMSIAMP
Buenos Aires (b) (6) COVID-19 DETECTION KI

T
Oct-31-2020 18:21:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:42 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:59:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Sep-13-2020 12:54:48 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of ATILA BIOSYSTEMSIAMP
Buenos Aires COVID-19 DETECTION KI
T

7. Test Result:
Date L ocation User Value Reason
Oct-31-2020 18:22:09 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), POSITIVE
Buenos Aires (b) (6)
Oct-31-2020 18:21:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @),
Buenos Aires (b) (6)
Oct-28-2020 14:01:42 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:59:25 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-13-2020 12:54:48 | ACVOPFEINFP6000 |(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
Oct-31-2020 18:21:30 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-28-2020 14:01:42 | ACVOPFEINFPE000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
9. Trade Name Other, Specify:
Date L ocation User Value Reason
Oct-31-2020 18:21:30 | 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 Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Oct/29/2020

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: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

(b) (4), (b) (6)

Oct-28-2020 14:01:42
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(b) (4) Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Form Status. Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-31-2020 18:22:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

Oct-31-2020 18:22:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-28-2020 14:01:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-28-2020 12:58:38 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-13-2020 12:55:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-31-2020 18:22:56 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

Oct-31-2020 18:22:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-28-2020 14:01:59 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-28-2020 12:58:38 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Sep-13-2020 12:55:33 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-31-2020 18:22:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), NO

Buenos Aires (b) (6)

Oct-31-2020 18:22:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of @),

Buenos Aires (b) (6)

Oct-28-2020 14:01:59 | ACVOPFEINFPG6000 | Maria Beretta Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Not Applicable

Buenos Aires

Oct-28-2020 12:58:38 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-28-2020 12:58:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires

Oct-28-2020 12:58:29 | ACVOPFEINFP6000 | auto query Query 1: Opened ‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No

Buenos Aires and 'lf no sample
was collected or
sample was not
collected according
to protocol, please
providereason' is
missing. Please
review and update
as appropriate.

Sep-13-2020 12:55:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: 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:
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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 20:20

(UTC-03:00) City of
Buenos Aires

sample collect by team physic
ian

Date L ocation User Value Reason
Oct-31-2020 18:22:56 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), sample collected by team phy

Buenos Aires (b) (6) sician

Oct-31-2020 18:22:22 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:01:59 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 12:58:29 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-13-2020 12:55:33 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-31-2020 18:23:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

Oct-31-2020 18:23:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-28-2020 14:02:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-27-2020 18:55:19 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-27-2020 11:45:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | SITE

Buenos Aires

Oct-26-2020 16:43:17 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-23-2020 12:39:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | SITE

Buenos Aires

Oct-21-2020 10:54:05 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-12-2020 11:56:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | SITE

Buenos Aires
Oct-05-2020 10:52:56 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Oct-03-2020 15:26:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
Sep-25-2020 10:39:58 ACVOPFEINFP6000 |autocalc |DataEntry: POT_COVID_ILL2
(UTC-03:00) City of (autocalc) CRF isnot applicable
Buenos Aires
Sep-24-2020 13:46:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
Sep-23-2020 19:19:39 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Sep-21-2020 09:24:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
Sep-14-2020 13:12:03 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Sep-13-2020 12:55:19 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Oct-31-2020 18:23:20 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Oct-31-2020 18:23:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-28-2020 14:02:15 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable
Buenos Aires
Oct-27-2020 18:55:19 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

on Oct/29/2020

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: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Oct-27-2020 11:45:36 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Oct-26-2020 16:43:17 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-23-2020 12:39:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Oct-21-2020 10:54:05 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-12-2020 11:56:41 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Oct-05-2020 10:52:56 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Oct-03-2020 15:26:08 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Sep-25-2020 10:39:58 ACVOPFEINFP6000 |autocalc |DataEntry: POT_COVID_ILL2
(UTC-03:00) City of (autocalc) CRF isnot applicable
Buenos Aires
Sep-24-2020 13:46:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Sep-23-2020 19:19:39 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
Sep-21-2020 09:24:38 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
Sep-14-2020 13:12:03 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)
Buenos Aires
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Sep-13-2020 12:55:19
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

autocalc |DataEntry: Initial Entry
(autocalc) | NASAL_SWAB

3. Sample Collected?

Date L ocation User Value Reason
Nov-02-2020 08:43:23 | ACVOPFEINFP6000 | auto query Query 17: Closed Close Auto Query
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-02-2020 07:48:15 | ACVOPFEINFP6000 |(b) (4), (b) Query 17: Opened ‘Sample Collected?
(UTC-03:00) City of (6) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

as appropriate.
Oct-31-2020 18:23:20 | ACVOPFEINFP6000 | auto query Query 17: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are

entered. Please
review and correct

*** Confidential***

as appropriate.

Oct-31-2020 18:23:20 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), YES
Buenos Aires (b) (6) Date of Collection:

Oct/29/2020
Oct-31-2020 18:23:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:02:15 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-27-2020 18:55:19 | ACVOPFEINFP6000 | auto query Query 16: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Oct-27-2020 18:55:19 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6)
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 22-Apr-2020 21:03
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Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Oct-27-2020 15:25:08 | ACVOPFEINFP6000 |(b) (4), (b) Query 16: Opened DM: 'Sample

(UTC-03:00) City of (6) Collected? is Yes,

Buenos Aires however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-27-2020 15:24:54 | ACVOPFEINFP6000 |(b) (4), (b) Query 15: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Oct-27-2020 11:45:36 | ACVOPFEINFP6000 | auto query Query 16: 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-27-2020 11:45:36 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) YES

Buenos Aires Date of Collection:

Sep/10/2020

Oct-27-2020 11:42:27 | ACVOPFEINFP6000 |(b) (4), (b) Query 15: Answered Original valueis

(UTC-03:00) City of (6) correct

Buenos Aires

Oct-27-2020 10:50:42 | ACVOPFEINFP6000 |(b) (4), (b) Query 15: Opened DM: Kindly

(UTC-03:00) City of (6) consider to update

Buenos Aires one of the SWAB
sampling form with
required details.
Thank you.

Oct-26-2020 16:43:17 | ACVOPFEINFP6000 | auto query Query 14: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-26-2020 16:43:17 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of

Buenos Aires
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Visit: POT_COVID_ILL 2 - Unscheduled Visit
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Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

3. Sample Collected?

Date L ocation User Value Reason

Oct-24-2020 05:17:53 | ACVOPFEINFPE000 |(b) (4), (b) Query 14: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Oct-23-2020 12:39:08 | ACVOPFEINFP6000 | auto query Query 14: 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-23-2020 12:39:08 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) YES

Buenos Aires Date of Collection:

Sep/10/2020

Oct-22-2020 06:23:31 | ACVOPFEINFPE000 |(b) (4), (b) Query 13: Closed Query on DOV

(UTC-03:00) City of (6)

Buenos Aires

Oct-21-2020 10:54:05 | ACVOPFEINFP6000 | auto query Query 13: Answered Answer Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-21-2020 10:54:05 [ ACVOPFEINFP6000 | RominaBarrera |Data Entry: Transcription Error

(UTC-03:00) City of (b) (4)

Buenos Aires

Oct-20-2020 09:26:35 | ACVOPFEINFPE000 |(b) (4), (b) Query 13: Reissued:Opened | DM: Per Completion

(UTC-03:00) City of (6) requirement, if no

Buenos Aires sample was collected
record the detailsin
below field 'If no
sample was collected
or sample was not
collected according
to protocol, please
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provide reason'.

Oct-19-2020 09:56:51 | ACVOPFEINFPE000 |(b) (4), Query 13: Answered Transcription error

(UTC-03:00) City of (b) (6)

Buenos Aires

Oct-19-2020 09:56:27 | ACVOPFEINFP6000 | auto query Query 13: Opened '‘Sample Collected?

(UTC-03:00) City of (autoquery) ismarked as No and

Buenos Aires 'If no sample was
collected or sample
was nhot collected
according to
protocol, please
provide reason’ is
missing. Please
review and update as
appropriate.

Oct-19-2020 09:56:27 | ACVOPFEINFP6000 | auto query Query 12: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-19-2020 09:56:27 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NO

Buenos Aires

Oct-19-2020 04:20:16 | ACVOPFEINFPE000 |(b) (4), (b) Query 11: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Oct-17-2020 10:01:10 | ACVOPFEINFPE000 |(b) (4), (b) Query 12: Opened 'Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Oct-16-2020 15:18:53 | ACVOPFEINFP6000 | auto query Query 12: 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-16-2020 15:18:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error

(UTC-03:00) City of YES
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Buenos Aires (b) (4), (b) (6) Date of Collection:
Sep/10/2020

Oct-16-2020 09:25:44 | ACVOPFEINFP6000 |(b) (4), Query 11: Answered Does not apply

(UTC-03:00) City of (b) (6)

Buenos Aires

Oct-16-2020 09:23:24 | ACVOPFEINFP6000 | auto query Query 11: 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-16-2020 09:23:24 | ACVOPFEINFP6000 | auto query Query 10: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-16-2020 09:23:24 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NO

Buenos Aires

Oct-13-2020 07:59:40 | ACVOPFEINFPE000 |(b) (4), (b) Query 10: Opened '‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Oct-12-2020 11:56:41 | ACVOPFEINFP6000 | auto query Query 10: 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-12-2020 11:56:41 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of YES

Buenos Aires Date of Collection:
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Sep/10/2020

Oct-05-2020 10:52:56 | ACVOPFEINFP6000 | auto query Query 9: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-05-2020 10:52:56 | ACVOPFEINFP6000 | RominaBarrera | Data Entry: Transcription Error

(UTC-03:00) City of (b) (4)

Buenos Aires

Oct-04-2020 03:46:48 | ACVOPFEINFP6000 |(b) (4), (b) Query 9: Opened ‘Sample Collected?

(UTC-03:00) City of (6) is Yes, however no

Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.

Oct-03-2020 16:08:39 | ACVOPFEINFP6000 | auto query Query 8: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Oct-03-2020 16:08:39 | ACVOPFEINFP6000 |(b) Data Entry: Transcription Error

(UTC-03:00) City of 4), YES

Buenos Aires (b) (6) Date of Collection:

Sep/10/2020

Oct-03-2020 15:26:08 | ACVOPFEINFP6000 | auto query Query 9: 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 15:26:08 | ACVOPFEINFP6000 | auto query Query 8: Opened Date of Collection

(UTC-03:00) City of (autoquery) 25/Aug/2020 is

Buenos Aires different from Date
of Visit 10/Sep/2020.
Please review and
update as
appropriate, else
clarify.

Oct-03-2020 15:26:08 | ACVOPFEINFPE000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), YES

Buenos Aires (b) (6) Date of Collection:
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Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Aug/25/2020
Sep-25-2020 10:39:58 | ACVOPFEINFPE000 | auto query Query 7: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-25-2020 10:39:58 | ACVOPFEINFPE000 |(b) (4), Data Entry: POT_COVID_ILL2
(UTC-03:00) City of (b) (6) CRF isnot applicable
Buenos Aires
Sep-25-2020 04:24:58 | ACVOPFEINFP6000 |(b) (4), (b) Query 7: 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-24-2020 16:05:34 | ACVOPFEINFPE000 |(b) Query 4: Closed Response satisfies
(UTC-03:00) City of (4), query
Buenos Aires (b) (6)
Sep-24-2020 13:46:47 | ACVOPFEINFPE000 | auto query Query 7: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are entered.
Please review and
correct as
appropriate.
Sep-24-2020 13:46:47 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Sep/10/2020
Sep-24-2020 08:57:00 | ACVOPFEINFPE000 |(b) (4), (b) Query 4: Answered Original valueis
(UTC-03:00) City of (6) correct
Buenos Aires
Sep-24-2020 06:35:04 | ACVOPFEINFPE000 |(b) (4), (b) Query 4: Reissued:Opened | DM1: The response
(UTC-03:00) City of (6) is"CRFisnot
Buenos Aires applicable. There
was ho visit POT
COVID ILL".
However the DOV
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has been completed.
Please review and
action as appropriate

elseclarify.
Sep-23-2020 19:19:39 | ACVOPFEINFP6000 | auto query Query 6: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-23-2020 19:19:39 | ACVOPFEINFP6000 | auto query Query 5: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-23-2020 19:19:39 | ACVOPFEINFP6000 | Alan Colombo Data Entry: Transcription Error

(UTC-03:00) City of

(b) (4)

Buenos Aires

Sep-23-2020 19:14:34 | ACVOPFEINFP6000 | auto query Query 6: 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-23-2020 19:14:34 | ACVOPFEINFP6000 | auto query Query 5: Opened Date of Collection

(UTC-03:00) City of (autoquery) 25/Aug/2020 is

Buenos Aires different from Date
of Visit 10/Sep/2020.
Please review and
update as
appropriate, else
clarify.

Sep-23-2020 19:14:34 | ACVOPFEINFP6000 | auto query Query 4. Answered Answer Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-23-2020 19:14:34
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Alan Colombo

(b) (4)

Data Entry:
YES

Date of Collection:

Aug/25/2020

Transcription Error

Sep-22-2020 15:57:23
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b)
(4),
(b) (6)
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Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
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Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

(b) (4), (b) (6)

Sep-22-2020 09:27:42 | ACVOPFEINFPE000 |(b) (4), Query 4: Answered Ths CRF is not
(UTC-03:00) City of (b) (6) applicable. There
Buenos Aires was no visit POT
COVIDILL 2
Sep-22-2020 09:08:14 | ACVOPFEINFPE000 |(b) Query 4: Reissued:Opened | Because 'Sample
(UTC-03:00) City of (4), Collected? is marked
Buenos Aires (b) (6) as No please provide

reason.

Sep-22-2020 08:54:00
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

Agustin Morato
Cabral

(b) (4)

Query 4: Answered

Original valueis
correct

Sep-22-2020 08:47:26
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

auto query
(autoquery)

Query 4. Opened

'‘Sample Collected?
is marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.
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Back to Form

3. Sample Collected?

Date L ocation User Value Reason

Sep-22-2020 08:47:26 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-22-2020 08:47:26 | ACVOPFEINFP6000 | Agustin Data Entry: POT_COVID_ILL 2

(UTC-03:00) City of Morato Cabral | NO not available yet

Buenos Aires (b) (4)

Sep-21-2020 12:43:32 | ACVOPFEINFPG000 |(b) Query 3: 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-21-2020 09:24:38 | 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-21-2020 09:24:38 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Collection:

Sep/10/2020

Sep-14-2020 13:12:03 | ACVOPFEINFP6000 | auto query Query 2: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-14-2020 13:12:03 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6)

Buenos Aires

Sep-14-2020 13:11:06 | ACVOPFEINFP6000 | auto query Query 2: 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
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according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.

Sep-14-2020 13:11:06 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Sep-14-2020 13:11:06 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) NO

Buenos Aires

Sep-14-2020 03:35:00 | 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.

Sep-13-2020 12:55:19 | 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-13-2020 12:55:19 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Collection:

Sep/10/2020

4. 1f no sample was collected or sample was not collected according to protocol, please provide reason:

Date L ocation User Value Reason
Oct-31-2020 18:23:08 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:02:15 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

*** Confidential***
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Oct-28-2020 13:05:10 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Oct-27-2020 18:55:32 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) not applicated
Buenos Aires
Sep-21-2020 09:24:26 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of
Buenos Aires
Sep-14-2020 13:14:13 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COVID ill CRFisnot applica
Buenos Aires ble.
5a
Date L ocation User Value Reason
Nov-02-2020 08:43:23 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Sample |D: BPT80J
Buenos Aires (b) (6)
5.aSample D
Date L ocation User Value Reason
Nov-02-2020 08:43:23 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (4), BPT80J
Buenos Aires (b) (6)
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Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

la
Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione SPECI
Buenos Aires (b) (6) r: ALIST

Occurrence of Vis NO

tsor Contacts:
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitione SPECI
Buenos Aires (b) (6) r: ALIST

Occurrence of Vis

tsor Contacts:
Oct-28-2020 14:02:39 | ACVOPFEINFPG000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practition SPECIA
Buenos Aires er: LIST

Occurrence of Visi Not App

tsor Contacts: licable
Oct-28-2020 12:58:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practitione SPECI
Buenos Aires r: ALIST

Occurrence of Vis

tsor Contacts:
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitione SPECI
Buenos Aires r: ALIST

Occurrence of Vis NO

tsor Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-18-2020 13:47:49 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 Oct/29/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

1.a Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO

Buenos Aires (b) (6)

Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),

Buenos Aires (b) (6)

Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 12:58:18 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

1b

Date L ocation User Value Reason
Nov-05-2020 19:08:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information

(UTC-03:00) City of
Buenos Aires

Type of Pract EMERGENC
Y ROOM

Occurrenceo YES

itioner:

f Visitsor Co  Number of V

ntacts: isits or Cont
acts:
3
Nov-04-2020 09:17:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of Type of Pract EMERGENC
Buenos Aires itioner: Y ROOM
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Occurrenceo YES
f Visitsor Co  Number of V

(UTC-03:00) City of

Type of Practiti EMERGE

ntacts: isits or Cont
acts:
2
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Pract EMERGENC
Buenos Aires (b) (6) itioner: Y ROOM
Occurrenceo YES
f Visitsor Co  Number of V
ntacts: isits or Cont
acts:
1
Oct-31-2020 18:23:36 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Type of Practiti EMERGE
Buenos Aires (b) (6) oner: NCY ROO
M
Occurrence of
Visitsor Contac
ts
Oct-28-2020 14:02:39 | ACVOPFEINFPE000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practiti EMERGE
Buenos Aires oner: NCY ROO
M
Occurrenceof Not Applic
Visitsor Contac able
ts.
Oct-28-2020 12:58:10 | ACVOPFEINFPGE000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practiti EMERGE
Buenos Aires oner: NCY ROO
M
Occurrence of
Visitsor Contac
ts
Sep-18-2020 13:47:49 | ACVOPFEINFPGE000 |(b) (4), (b) (6) Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

oner: NCY ROO
M

Occurrenceof NO

Visitsor Contac

ts:
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

1.b Physician or Healthcare Professional:

Buenos Aires

Number of Visits or Contact
S

Date L ocation User Value Reason
Sep-18-2020 13:47:49 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-05-2020 19:08:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES

Buenos Aires

Number of Visits or Contact
S

3
Nov-04-2020 09:17:06 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: New Information
(UTC-03:00) City of YES

2
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), YES
Buenos Aires (b) (6) Number of Misits or Contact

s

1
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4),
Buenos Aires (b) (6)
Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:58:10 | ACVOPFEINFPG000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:49 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires
1.c
Date L ocation User Value Reason
Oct-31-2020 18:24:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), Typeof Pract PRIMARY C
Buenos Aires (b) (6) itioner: ARE PHYSI
CIAN
Occurrenceo NO
f Visitsor Co
ntacts:
Oct-31-2020 18:23:36 | ACVOPFEINFPG000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Typeof Pract PRIMARY C
Buenos Aires (b) (6) itioner: ARE PHY S|
CIAN
Occurrenceo
f Visitsor Co
ntacts:
Oct-28-2020 14:02:39 ACVOPFEINFP6000 |MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Typeof Pract PRIMARY C
Buenos Aires itioner: ARE PHY SI
CIAN
Occurrenceo Not Applicab
f Visitsor Co le
ntacts:
Oct-28-2020 12:58:02 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-OS:QO) City of Typeof Pract PRIMARY C
Buenos Aires itioner: ARE PHY S
CIAN
Occurrenceo
f Visitsor Co
ntacts:
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

Type of Pract
itioner:

PRIMARY C
AREPHYS|
CIAN
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Occurrenceo NO

*** Confidential***

f Visitsor Co

ntacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Sep-18-2020 13:47:49 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
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:02:39 | ACVOPFEINFPG000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Not Applicable
Buenos Aires
Oct-28-2020 12:58:02 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1d
Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Typeof Practitio URGEN
Buenos Aires (b) (6) ner: T CARE

Occurrence of VisNO

itsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Oct-31-2020 18:23:36 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Typeof Practitio URGEN
Buenos Aires (b) (6) ner: T CARE

Occurrence of Vis

itsor Contacts:
Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Type of Practitio URGEN
Buenos Aires ner: T CARE

Occurrence of Vis Not Appl

itsor Contacts. icable
Oct-28-2020 12:57:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practitio URGEN
Buenos Aires ner: T CARE

Occurrence of Vis

itsor Contacts:
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of Type of Practitio URGEN
Buenos Aires ner: T CARE

Occurrence of VisNO
itsor Contacts:
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

1.d Physician or Healthcare Professional:

*** Confidential***

Page 421 of 558

Date L ocation User Value Reason
Sep-18-2020 13:47:49 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
Oct-31-2020 18:24:30 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6)
Oct-31-2020 18:23:36 ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:02:39 ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:57:53 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
le
Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(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:
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, Type of Practi TELEPHONE
Buenos Aires (b) (6)

FDA-CBER-2021-5683-0871851
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Oct/29/2020
Form Version: 15-Sep-2020 21:53
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20
tioner: CONSULTAT

ION

Occurrence of
Visitsor Cont
acts:
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

le
Date L ocation User Value Reason
Oct-28-2020 14:02:39 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Typeof Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION
Occurrence of Not Applicabl
Visitsor Cont e
acts:
Oct-28-2020 12:57:45 ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Typeof Practi TELEPHONE
Buenos Aires tioner: CONSULTAT
ION
Occurrence of
Visitsor Cont
acts:
Sep-18-2020 13:47:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof 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 Oct/29/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-18-2020 13:47:49 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
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO
Buenos Aires (b) (6)
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:57:45 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
1f
Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), Type of Practitioner: OTH
Buenos Aires (b) (6) ER

Occurrence of Visits NO

or Contacts:
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), Type of Practitioner: OTH
Buenos Aires (b) (6) ER
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on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Header Text: C4591001
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, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Occurrence of Visits
or Contacts:

Oct-28-2020 14:02:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

Maria Beretta
(b) (4)

Data Entry:
Type of Practition OTHER
er:

Occurrence of Vis Not App

Initial Entry

Occurrence of Visits
or Contacts:

itsor Contacts:  licable
Oct-28-2020 12:57:38 | ACVOPFEINFPE000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of Type of Practitioner: OTH
Buenos Aires ER

Sep-18-2020 13:47:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Data Entry:

Type of Practitioner: OTH
ER

Occurrence of Visits NO

or Contacts:

Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 15-Sep-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Sep-18-2020 13:47:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4, NO

Buenos Aires (b) (6)

Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

Oct-28-2020 12:57:38 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of

Buenos Aires

Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO

Buenos Aires

2. Other Type of Practitioner Specify:

Date L ocation User Value Reason
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4,

Buenos Aires (b) (6)

Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

3. Has the subject been hospitalized due to potential COVID-19 illness?
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
on Oct/29/2020
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-08-2020 13:35:29 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES
Buenos Aires Has the subject been ininte
nsive care due to potential
COVID-19illness?
NO
Oct-31-2020 18:24:30 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @, NO
Buenos Aires (b) (6)
Oct-31-2020 18:23:36 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @),
Buenos Aires (b) (6)
Oct-28-2020 14:02:39 | ACVOPFEINFP6000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
Oct-28-2020 12:57:19 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:49 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Nov-08-2020 13:35:50 ACVOPFEINFP&000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Generated Time (GMT): 29-Mar-2021 20:20

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

on Oct/29/2020

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Nov-08-2020 13:35:50 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HOSPITALIZATION STATUS

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason

Nov-17-2020 11:48:13

ACVOPFEINFP6000 | Rupa N Shah Query 1: Closed

Response satisfies

(UTC-03:00) City of (b) 4 query

Buenos Aires

Nov-17-2020 09:46:27 | ACVOPFEINFP6000 | Maria Beretta Query 1: Answered Changed data per

(UTC-03:00) City of (b) @) query

Buenos Aires

Nov-16-2020 10:40:14 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Opened CLIQ: Given that

(UTC-03:00) City of the subject has

Buenos Aires been hospitalized
with COVID-19.
Please enter any
available
information (vital
signs, pulse
oxymet, respiratory
treatment, lab
results, imaging...)
in appropriate

CRF. Please make
every effort to
obtain these
information.

Nov-16-2020 07:58:13
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Rupa N Shah Query 1: Candidate
(b) (4)

CLIQ: Given that
the subject has
been hospitalized
with COVID-19.
Please enter any
available
information (vital

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

signs, pulse
OXymet, respiratory
treatment, lab
results, imaging...)
in appropriate

CRF. Please make
every effort to

obtain these

information.
Nov-08-2020 13:35:50 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) HOSPITAL
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Nov-08-2020 13:35:50 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/6/2020
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Nov-16-2020 18:35:46 | ACVOPFEINFPE000 |(b) Data Entry: New Information
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6) Discharge Date:

Nov/14/2020
Nov-08-2020 13:35:50 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
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Header Text: C4591001

on Oct/29/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. What isthe treatment | dentifier ?

*** Confidential***

Date L ocation User Value Reason

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

2. Concomitant Non-drug Treatment Pre-specified:

Date L ocation User Value Reason

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initia Entry

(UTC-03:00) City of (b) (4) Not Applicable

Buenos Aires

3. Treatment:

Date L ocation User Value Reason

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4 Not Applicable

Buenos Aires

4. Treatment:

Date L ocation User Value Reason

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Not Applicable

Buenos Aires

5. Start Date:

Date L ocation User Value Reason

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initia Entry

(UTC-03:00) City of (b) 4 Not Applicable

Buenos Aires

6. Ongoing?

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Nov-17-2020 09:43:56 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Not Applicable
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312914
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 20:20

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-31-2020 18:25:48 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 ILLNES

Buenos Aires S

Oct-31-2020 18:24:43 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc)

Buenos Aires

Oct-28-2020 14:03:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Not Applicable

Buenos Aires

Oct-28-2020 12:57:07 ACVOPFEINFP6000 |autocalc |DataEntry: Transcription Error
(UTC-03:00) City of (autocalc)

Buenos Aires

Sep-18-2020 13:47:37 ACVOPFEINFP6000 |autocalc |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 IlIness?

Date L ocation User Value Reason
Nov-30-2020 17:15:44 | ACVOPFEINFP6000 | Rupal N Shah Query 3: Closed Response satisfies
(UTC-03:00) City of (b) (4) query

Buenos Aires

Nov-30-2020 10:33:37 | ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-30-2020 10:33:37
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Data Entry:
YES

Respiratory IlIness Diagnosi
S

COVID-19 mild pneumoni
a

Transcription Error

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date of Diagnosis.

Nov/6/2020
Nov-30-2020 05:15:58 | ACVOPFEINFP6000 |(b) Query 3: Opened CLIQUERY: Given
(UTC-03:00) City of (4), that the subject has
Buenos Aires (b) (6) alocal positive test
for COVID-19,
please consider
updating diagnosis
to be"COVID-19".
Nov-29-2020 01:25:57 | ACVOPFEINFP6000 | Rupa N Shah Query 3: Candidate CLIQUERY: Given
(UTC-03:00) City of (b) (4) that the subject has
Buenos Aires aloca positive test
for COVID-19,
please consider
updating diagnosis

to be "COVID-19".

Nov-17-2020 09:46:08
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) (6)

Data Entry:
YES

Respiratory Illness Diagnosi
s:
Mild pneumonia

Date of Diagnosis:

New Information

Nov/6/2020
Nov-08-2020 01:02:50 | ACVOPFEINFPE000 | Salim Query 2: Closed Response satisfies
(UTC-03:00) City of Bouguermouh query
Buenos Aires (b) (4)
Nov-07-2020 12:38:41 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Changed
(UTC-03:00) City of (6) YES Information
Buenos Aires Respiratory IlIness Diagnosi
S
COVID-19 pharyngitis.
Date of Diagnosis.
Oct/29/2020
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - 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 20:20

Nov-07-2020 12:12:30 | ACVOPFEINFP6000 | auto query Query 2: Answered The diagnosis was
(UTC-03:00) City of (autoquery) COVID disease.
Buenos Aires
Nov-07-2020 12:12:30 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: The diagnosis was
(UTC-03:00) City of (6) NO COVID disease.
Buenos Aires
Nov-06-2020 21:52:23 | ACVOPFEINFP6000 | Salim Query 2: Opened Clin: Thelocal and
(UTC-03:00) City of Bouguermouh the central lab
Buenos Aires (b) (4) SARS-CoV-2
NAAT test results
are positive. Please
consider updating
the diagnosis to
COVID-19 lliness
or COVID-19
pharyngitis.
Nov-04-2020 16:46:01 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Query will be
(UTC-03:00) City of (6) opened at Image
Buenos Aires CRF.

Nov-04-2020 15:25:40
(UTC-03:00) City of

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Answered

CRF Imaging page
was fullfilled with

*** Confidential***

Buenos Aires the apropiate
information. Thank
you.

Nov-04-2020 14:06:55 | ACVOPFEINFPE000 |(b) (4), (b) (6) Query 1: Opened per source, subject

(UTC-03:00) City of referred Torax

Buenos Aires X-ray was taken at
emergency room on
02 nov 2020, with
abnormal report.
Please update CRF
Imaging page with
this data.

Nov-03-2020 13:39:03 | ACVOPFEINFPS000 |(b) (4), (b) DataEntry: Transcription Error

(UTC-03:00) City of (6) YES

Buenos Aires Respiratory IlIness Diagnosi

S
Pharyngitis
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:52

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date of Diagnosis.

Oct/29/2020
Oct-31-2020 18:25:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), YES
Buenos Aires (b) (6) Respiratory IlIness Diagnosi

S
pharyngitis
Date of Diagnosis:

Oct/29/2020
Oct-31-2020 18:24:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:03:07 | ACVOPFEINFP6000 | MariaBeretta Data Entry: Initial Entry
(UTC-03:00) City of (b) @) Not Applicable
Buenos Aires
Oct-28-2020 12:57:07 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:37 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
(UTC-03:00) City of NO
Buenos Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Oct-31-2020 18:25:48 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), 2
Buenos Aires (b) (6)
Oct-31-2020 18:24:43 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4),
Buenos Aires (b) (6)
Oct-28-2020 14:03:07 | ACVOPFEINFPG000 | Maria Beretta Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Not Applicable
Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: ILLNESS DETAILS - eCRF Audit Trail History

on Oct/29/2020

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: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

Oct-28-2020 12:56:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Transcription Error
(UTC-03:00) City of
Buenos Aires
Sep-18-2020 13:47:37 | 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_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail
Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | Maria Beretta | Form Created
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

1. Lab Panel:

Date L ocation User Value Reason

Nov-17-2020 11:48:29 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | CLINICAL CHEMISTRY

Buenos Aires

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-17-2020 16:18:26 | ACVOPFEINFP6000 |(b) Query 1. Closed Response satisfies

(UTC-03:00) City of @), query

Buenos Aires (b)

Nov-17-2020 11:48:29 | ACVOPFEINFP6000 | auto query Query 1: Answered Initial Entry

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 11:48:29 | ACVOPFEINFPG000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) Sanatorio Antartida, Av Rivada

Buenos Aires via 4980, Buenos Aires

Nov-17-2020 11:31:32 | ACVOPFEINFPE000 |(b) (4), Query 1: Opened Please add

(UTC-03:00) City of (b) (6) laboratory name

Buenos Aires and date of exams.
Review medical
chart and update.
THANKS

3. Collection Date:

Date L ocation User Value Reason

Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of (6) Nov/10/2020

Buenos Aires

4. Specimen Type:

Date L ocation User Value Reason

Nov-17-2020 11:48:29 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | BLOOD
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

on Oct/29/2020 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires | |
5a
Date L ocation User Value Reason
Nov-17-2020 11:48:29 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sponsor-Defin 329
Buenos Aires ed ldentifier:
Test:: C Reactive Pro
tein_PX329
Result:: 0
Not Done::
Lab Normal R Low
ange: UNK
High
UNK
Unit
mg/dL
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Define 329
Buenos Aires d Identifier:
Test:: C Reactive Pro
tein_PX329
Result:: 0
Not Done::
Lab Normal R
ange:
5.a Sponsor | D:
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
5.a Test:
Date L ocation User Value Reason
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) C Reactive Protein_PX329

Buenos Aires

5.a Result:

Date L ocation User Value Reason

Jan-15-2021 09:02:25 ACVOPFEINFP6000 |(b) (4), Query 2: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Jan-13-2021 18:37:21 ACVOPFEINFPE000 | Santiago Query 2: Answered Creatinine was

(UTC-03:00) City of Corradetti 1.09, not C

Buenos Aires (b) (4) reactive protein.
Thisvaueis
correct.

Jan-13-2021 16:10:52 ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened Please review this

(UTC-03:00) City of (6) value, as per

Buenos Aires sourceis 1.09

Nov-17-2020 12:47:15 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 09:37:04 | ACVOPFEINFP6000 |MariaBeretta | Query 1. Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but 1ab normal

Buenos Aires range (Low, high
or Unit) is missing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | MariaBeretta | DataEntry: Initial Entry

(UTC-03:00) City of (b) @) 0

Buenos Aires

5.aLNMT

Date L ocation User Value Reason

Feb-19-2021 04:24:08 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed per site response

(UTC-03:00) City of (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail H

Form Status: Data Complete, Frozen, Verified

istory

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires
Feb-18-2021 10:18:34 | ACVOPFEINFP6000 | MartinaDavalli | Query 1: Answered The report does not
(UTC-03:00) City of (b) (4) clarify higher
Buenos Aires normal limit and
lower normal limit.
New attempts were
made to acquire the
information
without success.
Thank you.
Feb-15-2021 04:01:41 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Reissued:Opened DM: Please let us
(UTC-03:00) City of (6) know tentative date
Buenos Aires by when you will
be able to update
ranges. Thank you.
Feb-13-2021 11:32:13 | ACVOPFEINFPE000 | MartinaDavalli | Query 1: Answered The report does not
(UTC-03:00) City of (b) (4) clarify ranges. New
Buenos Aires attempts were
made to acquire the
information,

without success.

Feb-12-2021 12:29:21 | ACVOPFEINFPG000 |(b) (4), (b) (6) | Query 1: Opened Please provide the
(UTC-03:00) City of required LNR and
Buenos Aires UNR valuesfor
thislocal lab.
These ranges are
required to resolve
outstanding data
issues.
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
5.b
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Nov-17-2020 14:10:39 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor -Defi 30
Buenos Aires ned | dentifie
r:
Test:: Alanine Aminot
ransferase PX3
0
Result:: 73
Not Done::
Lab Normal Low
Range: unk
High
unk
Unit
U/L
Nov-17-2020 13:55:03 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor -Defi 30
Buenos Aires ned | dentifie
r:
Test:: Alanine Aminot
ransferase PX3
0
Result:: 73
Not Done::
Lab Normal Unit
Range: U/L
Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defi 30
Buenos Aires ned | dentifie
r:
Test:: Alanine Amino
transferase PX
30
Result:: 73
Not Done::
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Lab Normal
Range:
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

5.b Sponsor 1D:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |30

Buenos Aires

5.b Test:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Alanine Aminotransferase_PX30

Buenos Aires

5.b Result:

Date L ocation User Value Reason

Nov-17-2020 15:57:39 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 13:55:59 | ACVOPFEINFP6000 |(b) (4), Query 1: Answered Changed data per

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 13:55:03 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high
or Unit) is missing.
Please correct or
confirm.

Nov-17-2020 12:48:17 | ACVOPFEINFPGE000 |(b) (4), Query 1: Reissued:Opened Dm Query:

(UTC-03:00) City of (b) (6) Confirmed no

Buenos Aires range. Please
provide unit.

Nov-17-2020 09:37:17 | ACVOPFEINFP6000 | MariaBeretta | Query 1. Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

or Unit) ismissing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | MariaBeretta |DataEntry: Initial Entry
(UTC-03:00) City of (b) 4 73
Buenos Aires
5.bLNMT
Date L ocation User Value Reason
Feb-15-2021 04:13:59 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Response satisfies
(UTC-03:00) City of query
Buenos Aires
Feb-13-2021 11:35:42 | ACVOPFEINFP6000 | MartinaDavalli | Query 1: Answered Ranges (low and
(UTC-03:00) City of (b) (4) high) are not
Buenos Aires availableasseenin
lab reports.
Therefore cannot be
completed.
Feb-12-2021 12:30:05 | ACVOPFEINFPE000 |(b) (4), (b) (6) | Query 1: Opened Please provide the
(UTC-03:00) City of required LNR and
Buenos Aires UNR valuesfor this
local lab. These
ranges are required
to resolve
outstanding data
issues.
Nov-17-2020 14:10:39 | ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires unk
High
unk
Unit
u/L
Nov-17-2020 13:55:03 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Unit
Buenos Aires u/L
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

5.c
Date L ocation User Value Reason
Nov-17-2020 11:48:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sponsor -Defi 28
Buenos Aires ned | dentifie
r:
Test:: Aspartate Amino
transferase_PX2
8
Result:: 166
Not Done::
Lab Normal Low
Range: UNK
High
UNK
Unit
mg/dL
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defi 28
Buenos Aires ned | dentifier
Test:: Aspartate Amino
transferase_PX2
8
Result:: 166
Not Done::
Lab Normal
Range:
Page 447 of 558

FDA-CBER-2021-5683-0871877




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.c Sponsor ID:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | 28

Buenos Aires

5.c Test:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Aspartate Aminotransferase_PX

Buenos Aires 28

5.c Result:

Date L ocation User Value Reason

Nov-17-2020 13:01:54 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 09:37:30 ACVOPFEINFP6000 | MariaBeretta | Query 1. Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but Iab normal

Buenos Aires range (Low, high
or Unit) ismissing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) @) 166

Buenos Aires

5.cLNMT

Date L ocation User Value Reason

Feb-15-2021 04:10:45 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

*** Confidential***

Feb-13-202111:38:11 | ACVOPFEINFPE000 |MartinaDavalli | Query 1: Answered The report does not
(UTC-03:00) City of (b) (4) clarify ranges. New
Buenos Aires attempts were
made to acquire the
information,
without success.
Feb-12-2021 12:34:36 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 1: Opened Please provide the
(UTC-03:00) City of required LNR and
Buenos Aires UNR valuesfor
thislocal lab.
These ranges are
required to resolve
outstanding data
iSsues.
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
5d
Date L ocation User Value Reason
Nov-17-2020 11:48:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sponsor-Defin 35
Buenos Aires ed | dentifier:
Test:: Alkaline Phosp
hatase PX35
Result:: 59
Not Done::
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020 eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lab Normal R Low
ange: UNK
High
UNK
Unit
mg/dL
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defin 35
Buenos Aires ed ldentifier:
Test:: Alkaline Phosp
hatase PX35
Result:: 59
Not Done::
Lab Normal R
ange:
5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Alkaline Phosphatase PX35
Buenos Aires

090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

5.d Result:

Date L ocation User Value Reason

Nov-17-2020 13:02:03 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 09:37:42 | ACVOPFEINFP6000 | MariaBeretta | Query 1: Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but 1ab normal

Buenos Aires range (Low, high
or Unit) ismissing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) 59

Buenos Aires

5dLNMT

Date L ocation User Value Reason

Feb-15-2021 04:10:13 | ACVOPFEINFPG000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Feb-13-2021 11:38:24 | ACVOPFEINFPE000 |MartinaDavalli | Query 1: Answered The report does not

(UTC-03:00) City of (b) (4) clarify ranges. New

Buenos Aires attempts were
made to acquire the
information,

without success.

Feb-12-2021 12:34:55
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) (4), (b) (6)

Query 1: Opened

Please provide the
required LNR and
UNR valuesfor
thislocal lab.
These ranges are
required to resolve

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

outstanding data
issues.
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
5.e
Date L ocation User Value Reason
Nov-17-2020 11:48:29 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sponsor-Defined | 21
Buenos Aires dentifier:
Test:: Bilirubin_P
X21
Result:: 0.8
Not Done::
Lab Normal Rang Low
€ UNK
High
UNK
Unit
mg/dL
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 21
Buenos Aires dentifier:
Test:: Bilirubin_
Px21
Result:: 0.8
Not Done::
Lab Normal Range
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

5.e Sponsor ID:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |21

Buenos Aires

5.e Test:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) Bilirubin_PX21

Buenos Aires

5.e Result:

Date Location User Value Reason

Nov-17-2020 13:02:12 | ACVOPFEINFP6000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 09:37:55 ACVOPFEINFP6000 | MariaBeretta | Query 1. Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but Iab normal

Buenos Aires range (Low, high
or Unit) ismissing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) @) 0.8

Buenos Aires

5.eLNMT

Date L ocation User Value Reason

Feb-18-2021 12:13:08 | ACVOPFEINFPG000 |(b) Query 1: Closed Response satisfies

(UTC-03:00) City of (4), query

Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Feb-18-2021 10:18:55
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | MartinaDavali
(b) (4)

Query 1: Answered

The report does not
clarify higher
normal limit and
lower normal limit.
New attempts were
made to acquire the
information
without success.
Thank you.

Feb-15-2021 12:20:58
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b)
(4),
(b) (6)

Query 1: Reissued: Opened

DM: Please let us
know tentative date
by when you will
be able to update
ranges. Thank you.

Feb-13-2021 11:38:39
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | Martina Davalli
(b) (4)

Query 1: Answered

The report does not
clarify ranges. New
attempts were
made to acquire the
information,
without success.

Feb-12-2021 12:35:08 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Opened Please provide the
(UTC-03:00) City of required LNR and
Buenos Aires UNR valuesfor
thislocal lab.
These ranges are
required to resolve
outstanding data
issues.
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
5.f
Date L ocation |User |Val ue Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

on Oct/29/2020
Form Version: 21-Aug-2020 02:49
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 47
Buenos Aires d Identifier:

Test:: Blood Urea Nitr

ogen_PX47

Result::

Not Done:: NOT DONE

Lab Normal Ra

nge
5.f Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFPE000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4) Blood Urea Nitrogen_PX47
Buenos Aires
5.f Not Done;
Date L ocation User Value Reason
Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
50
Date L ocation User Value Reason
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sponsor-Defined 48
Buenos Aires | dentifier:

Test:: Creatinine_
PX48
Result:: 1.09
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Not Done::
Lab Normal Ran Low
ge: UNK
High
UNK
Unit
mg/dL
Nov-17-2020 11:42:25 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Transcription Error
(UTC-03:00) City of (6) Sponsor-Defined | 48
Buenos Aires dentifier:
Test:: Creatinine_
PX48
Result:: 1.09
Not Done::
Lab Normal Rang
e
Nov-17-2020 09:36:23 | ACVOPFEINFP6000 |auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor -Defined | 48
Buenos Aires dentifier:
Test:: Creatinine_
PX48
Result:: 1.08
Not Done::
Lab Normal Rang
e
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:49

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

5.9 Sponsor 1D:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |48

Buenos Aires

5.9 Test:

Date L ocation User Value Reason

Nov-17-2020 09:36:23 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Creatinine_PX48

Buenos Aires

5.9 Result:

Date L ocation User Value Reason

Nov-17-2020 13:02:20 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 11:55:24 | ACVOPFEINFPE000 |(b) (4), Query 2: Closed Response satisfies

(UTC-03:00) City of (b) (6) query

Buenos Aires

Nov-17-2020 11:48:29 | ACVOPFEINFP6000 | auto query Query 3: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 11:42:25 | ACVOPFEINFP6000 | auto query Query 3: Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high or
Unit) ismissing.
Please correct or
confirm.

Nov-17-2020 11:42:25 | ACVOPFEINFP6000 | auto query Query 2: Answered Transcription Error

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 11:42:25 | ACVOPFEINFPE000 |(b) (4), (b) Data Entry: Transcription Error

(UTC-03:00) City of (6) 1.09

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

on Oct/29/2020

Form Version: 21-Aug-2020 02:49

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Nov-17-2020 11:30:27 | ACVOPFEINFPE000 |(b) (4), Query 2: Opened Per clinical chart

(UTC-03:00) City of (b) (6) the result of

Buenos Aires creatinine is 1.09.
please review
medical chart and
update if necessary.
Thanks

Nov-17-2020 09:38:08 | ACVOPFEINFP6000 | MariaBeretta | Query 1. Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 | auto query Query 1. Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-17-2020 09:36:23 | ACVOPFEINFP6000 |MariaBeretta |Data Entry: Initial Entry

(UTC-03:00) City of (b) (4) 1.08

Buenos Aires

59LNMT

Date L ocation User Value Reason

Feb-19-2021 14:52:15 | ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 1: Closed Per site response

(UTC-03:00) City of

Buenos Aires

Feb-18-2021 10:19:18 | ACVOPFEINFPE000 | MartinaDavalli | Query 1: Answered The report does not

(UTC-03:00) City of (b) (4) clarify higher

Buenos Aires normal limit and
lower normal limit.
New attempts were
made to acquire the
information
without success.
Thank you.

Feb-15-2021 12:20:47 | ACVOPFEINFP6000 |(b) Query 1: Reissued:Opened DM: Please let us

(UTC-03:00) City of (4), know tentative date

Buenos Aires (b) (6) by when you will
be able to update
ranges. Thank you.
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SiteNo: 1231

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail H

Form Status: Data Complete, Frozen, Verified

istory

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

Feb-13-2021 11:38:54
(UTC-03:00) City of

ACVOPFEINFP6000

Martina Davalli
(b) (4)

Query 1: Answered

The report does not
clarify ranges. New
attempts were
made to acquire the
information,
without success.

*** Confidential***

Feb-12-2021 12:35:57 | ACVOPFEINFPG000 |(b) (4), (b) (6) |Query 1: Opened Please provide the
(UTC-03:00) City of required LNR and
Buenos Aires UNR valuesfor
thislocal lab.
These ranges are
required to resolve
outstanding data
issues.
Nov-17-2020 11:48:29 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Low
Buenos Aires UNK
High
UNK
Unit
mg/dL
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail
Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | Maria Beretta | Form Created

(UTC-03:00) City of (b) (4)

Buenos Aires
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Lab Pand:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | HEMATOLOGY

Buenos Aires

2. Laboratory Name and Address

Date L ocation User Value Reason

Nov-20-2020 05:03:21 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Nov-19-2020 13:46:46 | ACVOPFEINFP6000 | auto query Query 1: Answered Transcription Error

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-19-2020 13:46:46 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error

(UTC-03:00) City of (b) (6) Laboratorio Sanatorio Antartida

Buenos Aires , Av. Rivadavia 4980

Nov-19-2020 12:59:05 | ACVOPFEINFPG000 |(b) (4), Query 1: Opened DM :A carriage

(UTC-03:00) City of (b) (6) return isidentified,

Buenos Aires please do not press
enter key, just type
lab nameal in
single line with
comma separated.

Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | MariaBeretta |DataEntry: Initial Entry

(UTC-03:00) City of (b) (4) Laboratorio Sanatorio Antartida

Buenos Aires Av. Rivadavia 4980

3. Collection Date:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Nov/10/2020

Buenos Aires

4. Specimen Type:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLOOD
Buenos Aires
5a
Date L ocation User Value Reason
Nov-17-2020 14:08:31 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor -Defined 1
Buenos Aires I dentifier:
Test:: Hemoglobi
n PX1
Result:: 14.6
Not Done::
Lab Normal Ran Low
ge: UNK
High
UNK
Unit
g/dL
Nov-17-2020 14:07:02 | ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor-Defined 1
Buenos Aires | dentifier:
Test:: Hemoglobi
n PX1
Result:: 14.6
Not Done::
Lab Normal Ran Unit
ge g/dL
Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined 1
Buenos Aires I dentifier:
Test:: Hemogl obi
n_PX1
Result:: 14.6
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Not Done::
Lab Normal Ran
ge:
5.a Sponsor |D:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initia Entry
(UTC-03:00) City of (b) (4) Hemoglobin_PX1
Buenos Aires
5.a Result:
Date L ocation User Value Reason
Nov-17-2020 14:08:31 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-17-2020 14:07:02 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-03:00) City of (autoquery) but lab normal
Buenos Aires range (Low, high or
Unit) ismissing.
Please correct or
confirm.
Nov-17-2020 13:03:07 | ACVOPFEINFPGE000 |(b) (4), Query 1: Reissued:Opened DM Query: No
(UTC-03:00) City of (b) (6) normal ranges
Buenos Aires confirmed. Please
add unit.
Nov-17-2020 09:42:12 | ACVOPFEINFP6000 |MariaBeretta | Query 1: Answered No normal range
(UTC-03:00) City of (b) @) available.
Buenos Aires
Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,
(UTC-03:00) City of (autoquery) but lab normal
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires

range (Low, high or
Unit) is missing.
Please correct or

confirm.

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) 14.6
Buenos Aires
5.aLNMT
Date L ocation User Value Reason
Nov-17-2020 14:08:31 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires UNK

High

UNK
Unit
g/dL

Nov-17-2020 14:07:02 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Unit
Buenos Aires g/dL
5.b
Date L ocation User Value Reason
Nov-17-2020 14:09:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor -Defined 2
Buenos Aires Identifier:

Test:: Hematocrit

_PX2
Result:: 42.2
Not Done::
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Lab Normal Ran Low

ge unk
High
unk
Unit
%
Nov-17-2020 14:07:02 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor-Defined 2
Buenos Aires Identifier:
Test:: Hematocrit
_PX2
Result:: 42.2
Not Done::
Lab Normal Ran Unit
ge: %
Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined 2
Buenos Aires Identifier:
Test:: Hematocrit
_PX2
Result:: 42.2
Not Done::
Lab Normal Ran
ge
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.b Sponsor 1D:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |2

Buenos Aires

5.b Test:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Hematocrit_PX2

Buenos Aires

5.b Result:

Date L ocation User Value Reason

Nov-17-2020 14:09:00 [ ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 14.07:02 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but 1ab normal

Buenos Aires range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-17-2020 13:04:15 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened DM Query: No

(UTC-03:00) City of (b) (6) normal ranges

Buenos Aires confirmed. Please
add unit.

Nov-17-2020 09:42:28 ACVOPFEINFP6000 | MariaBeretta | Query 1: Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high or
Unit) is missing.
Please correct or
confirm.
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Nov-17-2020 09:41:53 | ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 422
Buenos Aires
5bLNMT
Date L ocation User Value Reason
Nov-17-2020 14:09:00 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires unk
High
unk
Unit
%
Nov-17-2020 14:07:02 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Unit
Buenos Aires %
5.c
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 3
Buenos Aires dentifier:
Test:: Erythrocytes
_PX3
Result::
Not Done:: NOT DONE
Lab Normal Range
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.c Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |3
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Erythrocytes PX3
Buenos Aires
5.c Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
5.d
Date L ocation User Value Reason
Nov-17-2020 14:09:40 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Sponsor-Defined | 5
Buenos Aires dentifier:
Test:: Platelets
PX5
Result:: 400000
Not Done::
Lab Normal Rang Low
e unk
High
unk
Unit
/uL
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Nov-17-2020 14:07:02 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sponsor-Defined | 5
Buenos Aires dentifier:
Test:: Platelets
PX5
Result:: 400000
Not Done::
Lab Normal Rang Unit
e /uL
Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Sponsor-Defined | 5
Buenos Aires dentifier:
Test:: Platelets
PX5
Result:: 400000
Not Done::
Lab Normal Rang
e
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.d Sponsor 1D:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |5

Buenos Aires

5.d Test:

Date L ocation User Value Reason

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

(UTC-03:00) City of (b) 4 Platelets PX5

Buenos Aires

5.d Result:

Date L ocation User Value Reason

Nov-17-2020 14:09:40 [ ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 14.07:02 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but 1ab normal

Buenos Aires range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-17-2020 13:04:41 | ACVOPFEINFP6000 |(b) (4), Query 1: Reissued:Opened DM Query: No

(UTC-03:00) City of (b) (6) normal ranges

Buenos Aires confirmed. Please
add unit.

Nov-17-2020 09:42:43 ACVOPFEINFP6000 | MariaBeretta | Query 1: Answered No normal range

(UTC-03:00) City of (b) (4) available.

Buenos Aires

Nov-17-2020 09:41:53 ACVOPFEINFP6000 | auto query Query 1: Opened Result is present,

(UTC-03:00) City of (autoquery) but lab normal

Buenos Aires range (Low, high or
Unit) is missing.
Please correct or
confirm.
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51

Form Status: Data Complete, Frozen, Verified

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Lab Normal Range

Nov-17-2020 09:41:53 | ACVOPFEINFP6000 |MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 400000
Buenos Aires
5dLNMT
Date L ocation User Value Reason
Nov-17-2020 14:09:40 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Low
Buenos Aires unk
High
unk
Unit
/uL
Nov-17-2020 14:07:02 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Unit
Buenos Aires /uL
5e
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 7
Buenos Aires entifier:
Test:: Leukocytes
_PX7
Result::
Not Done:: NOT DON
E
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

5.e Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |7
Buenos Aires
5.eTest:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 Leukocytes PX7
Buenos Aires
5.eNot Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
5.f
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 608
Buenos Aires dentifier:

Test:: Neutrophils_

PX608

Result::

Not Done:: NOT DONE

Lab Normal Rang

e
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

(UTC-03:00) City of
Buenos Aires

(b) (4)

Neutrophils_PX608

5.f Sponsor ID:

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 608

Buenos Aires

5.f Test:

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

5.f Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 | ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) 4 NOT DONE
Buenos Aires
5.9
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 609
Buenos Aires dentifier:

Test:: Eosinophils_

PX609

Result::

Not Done:: NOT DONE

Lab Normal Rang

e
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

5.g Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 609
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Eosinophils_PX609
Buenos Aires
5.g Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
5.h
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 612
Buenos Aires dentifier:

Test:: Monocytes

PX612

Result::

Not Done:: NOT DONE

Lab Normal Rang

e
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

5.h Sponsor 1D:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 612
Buenos Aires
5.h Test:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Monocytes PX612
Buenos Aires
5.h Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
5.
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined Id 610
Buenos Aires entifier:

Test:: Basophils P

X610
Result::
Not Done:: NOT DONE

Lab Normal Range
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Header Text: C4591001

on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:51

eCRF Audit Trail History

Form: LOCAL LABORATORY DATA - REPEATING Hematology -

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

5.i Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 610
Buenos Aires
5.i Test:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Basophils_PX610
Buenos Aires
5.i Not Done:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE
Buenos Aires
5.
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defined | 611
Buenos Aires dentifier:

Test:: Lymphocytes

_PX611

Result::

Not Done:: NOT DONE

Lab Normal Rang

e

*** Confidential***

Page 477 of 558

FDA-CBER-2021-5683-0871907




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: LOCAL LABORATORY DATA - REPEATING Hematology -

on Oct/29/2020 eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

5.j Sponsor ID:
Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of

(autocalc) | 611

Buenos Aires

5. Test:

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) Lymphocytes PX611

Buenos Aires

5. Not Done;

Date L ocation User Value Reason
Nov-17-2020 09:41:53 ACVOPFEINFP6000 | MariaBeretta | Data Entry: Initial Entry
(UTC-03:00) City of (b) (4) NOT DONE

Buenos Aires
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Header Text: C4591001

on Oct/29/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS - COVID - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-17-2020 08:24:27 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 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-17-2020 09:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 09:19:35 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/10/2020
Buenos Aires
2a
Date L ocation User Value Reason
Nov-17-2020 09:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires Systolic:: Not App
licable
Diastolic:: Not App
licable

Respiratory Rateinr Not App

espirationg/minute:  licable

Heart Ratein beatsm Not App

inute: licable
Nov-17-2020 09:20:56 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Record I dentifier:: 1
Buenos Aires systolic::

Diastalic::

Respiratory Ratein respirati

ongminute:

Heart Ratein beatsminute:
Nov-17-2020 09:20:47 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires systolic::
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS- COVID - eCRF Audit Trail History

on Oct/29/2020

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: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** Confidential***

Diastalic::
Respiratory Ratein respirat 3
iongminute: 0
Heart Ratein beatsminute:
Nov-17-2020 09:19:59 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Record | dentifier:: 1
Buenos Aires systolic::
Diastolic::
Respiratory Ratein respira 30
tiongminute:
Heart Ratein beatsminute: 12
5
Nov-17-2020 09:19:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) Record Identifier:: 1
Buenos Aires systolic::
Diastolic:: 60
Respiratory Ratein respira 30
tiongminute:
Heart Ratein beatsminute: 12
5
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Record | dentifier:: 1
Buenos Aires systolic:: %0
Diastolic:: 60
Respiratory Ratein respira 30
tiongminute:
Heart Ratein beatsminute: 12
5
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1
Buenos Aires
2.aSystalic:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Nov-17-2020 09:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 09:19:49 ACVOPFEINFPE000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 90
Buenos Aires
2.aDiastolic:
Date L ocation User Value Reason
Nov-17-2020 09:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 09:19:59 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 60
Buenos Aires
2.a Respiratory Rate in respirations/minute;
Date L ocation User Value Reason
Nov-17-2020 09:40:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 09:20:56 ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 30
Buenos Aires
2.aHeart Ratein beatsminute:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:50

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Nov-17-2020 13:05:00 | ACVOPFEINFPE000 |(b) (4), Query 1: Closed Response satisfies
(UTC-03:00) City of (b) (6) query
Buenos Aires
Nov-17-2020 09:40:27 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable
Buenos Aires
Nov-17-2020 09:20:47 | ACVOPFEINFPG000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 09:20:34 ACVOPFEINFP6000 |(b) (4), Query 1. Answered Transcription error
(UTC-03:00) City of (b) (6)
Buenos Aires
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |autoquery | Query 1: Opened Heartrate 125 is
(UTC-03:00) City of (autoquery) outside of Normal
Buenos Aires Range 0 - 120.
Nov-17-2020 08:24:27 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 125
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Nov-16-2020 18:36:54 ACVOPFEINFP6000 |(b) Form Created
(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 Oct/29/2020

Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date:

Date L ocation User Value Reason

Nov-16-2020 18:36:54 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), Nov/6/2020

Buenos Aires (b) (6)

2a

Date L ocation User Value Reason

Nov-16-2020 18:36:54 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of (4), Record Identifier:: 1

Buenos Aires (b) (6) Oxygen Saturation: 92.0

2.a Record | dentifier:

Date L ocation User Value Reason

Nov-16-2020 18:36:54 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), 1

Buenos Aires (b) (6)

2.a SPO2 Pulse Oximetry %

Date L ocation User Value Reason

Nov-17-2020 11:21:02 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Nov-17-2020 11:09:51 | ACVOPFEINFP6000 |(b) (4), (b) Query 1. Answered The patient reports

(UTC-03:00) City of (6) an oximetry value

Buenos Aires of 92 or 93%.

Nov-17-2020 10:56:36 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened Per clinical chart

(UTC-03:00) City of (6) the subject has

Buenos Aires 93% of pulse ox
room air, please
review medical
chart and update if
necessary. Thanks
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail

on Oct/29/2020
Form Version: 21-Aug-2020 02:51
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Nov-16-2020 18:36:54 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), 92.0
Buenos Aires (b) (6)
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Header Text: C4591001

on Oct/29/2020

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-04-2020 17:13:28 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 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: IMAGING - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Date L ocation User Value Reason
Nov-17-2020 11:38:48 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 2
on Oct/29/2020

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

- Unscheduled Visit

Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason

Nov-04-2020 17:56:49 | ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Closed Response satisfies

(UTC-03:00) City of query

Buenos Aires

Nov-04-2020 17:13:28 | ACVOPFEINFP6000 | auto query Query 1: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-04-2020 17:13:28 | ACVOPFEINFPG000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) Nov/2/2020

Buenos Aires

Nov-04-2020 16:46:21 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened per source, subject

(UTC-03:00) City of (6) referred Torax

Buenos Aires X-ray was taken at
emergency room on
02 nov 2020, with
abnormal report.
Please update CRF
Imaging page with
this data.

2. Location of Assessment:

Date L ocation User Value Reason

Nov-04-2020 17:15:00 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) CHEST

Buenos Aires

3. Type of Imaging Exam:

Date L ocation User Value Reason

Nov-04-2020 17:15:00 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) X-RAY

Buenos Aires

4. Assessment:

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Nov-04-2020 17:15:00
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(b) (6) ABNORMAL

If abnormal, specify findings:

Right lung base abnormal.
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Nov-17-2020 11:38:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/6/2020
Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Nov-17-2020 11:38:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CHEST
Buenos Aires
3. Type of Imaging Exam:
Date L ocation User Value Reason
Nov-17-2020 11:38:48 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CT SCAN
Buenos Aires
4. Assessment:
Date L ocation User Value Reason
Nov-20-2020 07:08:47 | ACVOPFEINFP6000 |(b) (4), Query 3: Closed Closed as not found
(UTC-03:00) City of (b) (6) in today's Invalid
Buenos Aires Char report
Nov-19-2020 13:48:45 | ACVOPFEINFP6000 | auto query Query 3: Answered Transcription Error
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-19-2020 13:48:45 | ACVOPFEINFP6000 |(b) (4), Data Entry: Transcription Error
(UTC-03:00) City of (b) (6) ABNORMAL
Buenos Aires If abnormal, specify findings:
Right lung base infiltration.

Nov-19-2020 13:00:08 | ACVOPFEINFPG000 |(b) (4), Query 3: Opened DM: A carriageis
(UTC-03:00) City of (b) (6) identified. To avoid
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit

on Oct/29/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires (b) (4), processing errors,
(b) (6) please remove the

identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Nov-18-2020 10:58:09 | ACVOPFEINFPGE000 |(b) (4), (b) Query 2: Closed Response satisfies

(UTC-03:00) City of (6) query

Buenos Aires

Nov-18-2020 08:16:33 | ACVOPFEINFPG000 | auto query Query 2: Answered New Information

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-18-2020 08:16:33 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information

(UTC-03:00) City of (b) (6) ABNORMAL

Buenos Aires If abnormal, specify findings:

right lung base infiltrate

Nov-18-2020 07:16:16 | ACVOPFEINFP6000 |(b) (4), (b) Query 2: Opened DM:The response

(UTC-03:00) City of (6) for "Assessment"” is

Buenos Aires reported as
"Abnormal",
however If
abnormal, specify
findingsis missing?
kindly review and
update.

Nov-18-2020 07:15:45 | ACVOPFEINFPG000 |(b) (4), (b) Query 1: Closed Invalid query

(UTC-03:00) City of (6)

Buenos Aires

Nov-18-2020 07:15:23 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Opened DM: DM: The

(UTC-03:00) City of (6) response for

Buenos Aires "Assessment" is
reported as
"Abnormal”,
however If
abnormal, specify
findingsis missing?
kindly review and
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Visit Form: IMAGING - eCRF Audit Trail History

on Oct/29/2020

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

update.

Nov-17-2020 11:38:48
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(6) ABNORMAL

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
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 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-08-2021 12:24:22 | ACVOPFEINFPGE000 |(b) (4), (b) Query 3: Closed Response to Has the
(UTC-03:00) City of (6) subject been
Buenos Aires hospitalized due to
potential COVID-19
illness?isNO,
hospitalization form
isnot required
Mar-08-2021 10:24:21 | ACVOPFEINFP6000 |(b) (4), (b) Query 3: Opened DM: Kindly review
(UTC-03:00) City of (6) and complete
Buenos Aires ‘Hospitalization
Detailsform' at this
visit. Thank you.
Mar-05-2021 10:24:18 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-05-2021 10:22:01 | ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-05-2021 10:21:22 | ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis
(UTC-03:00) City of (autoquery) completed but Date
Buenos Aires of Assessment in the
Signsand
Symptoms formis
missing. Please
review and update as
appropriate.
Mar-05-2021 10:21:22 | ACVOPFEINFP6000 | auto query Query 1: 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.

Page 494 of 558

*** Confidential***
FDA-CBER-2021-5683-0871924




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:03

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

(UTC-03:00) City of
Buenos Aires

Mar-05-2021 10:21:22 | ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/3/2021

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Mar-05-2021 10:21:22 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | COVID_C

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Mar/03/2021

Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/3/2021
Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Feb/17/2021
Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-07-2021 17:45:37 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: New Information
(UTC-03:00) City of (6) NO
Buenos Aires Date of Last Symptom Resolve

d:

Mar/6/2021

Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4a
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: FEVER
Buenos Aires Symptom Present: NO
4.a Symptoms:
Date L ocation User Value Reason
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Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Audit Trail History
Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Mar-05-2021 10:22:01 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
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4b
Date L ocation User Value Reason
Mar-05-2021 10:24:41 | ACVOPFEINFP6000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom YES

Present:
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW OR INCREA
Buenos Aires : SED COUGH

Symptom NO

Present:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Mar/03/2021

Form Version: 20-Feb-2021 02:17

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

4.b Symptoms:

Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED COUG

Buenos Aires H

4.b Was symptom present?

Date L ocation User Value Reason
Mar-05-2021 10:24:41 | ACVOPFEINFPE000 |(b) (4), Data Entry: New Information
(UTC-03:00) City of (b) (6) YES

Buenos Aires

Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4.c

Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sympto NEW OR INCREASE

Buenos Aires

ms: D SHORTNESS OF B
REATH

Sympto NO

m Prese

nt:
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Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Audit Trail History
Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

4.c Symptoms:

Date L ocation User Value Reason
Mar-05-2021 10:22:01 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
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

4d

Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: CHILLS

Buenos Aires Symptom Present: NO

4.d Symptoms:

Date L ocation User Value Reason
Mar-05-2021 10:22:01 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-05-2021 10:22:01 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
Mar-05-2021 10:22:01 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCREAS
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

on Mar/03/2021

Form Version: 20-Feb-2021 02:17

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Buenos Aires (b) (@), (b) (6) | & ED MUSCLE PAIN

Symptom NO

Present:
4.e Symptoms:
Date Location User Value Reason
Mar-05-2021 10:22:01 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-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4f
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms NEW LOSS OF TA
Buenos Aires : STE OR SMELL

Symptom NO

Present:
4.f Symptoms:
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW LOSS OF TASTE OR SM
Buenos Aires ELL
4.f Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
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Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

49
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptom NEW OR INCREAS
Buenos Aires s ED SORE THROAT

Symptom YES

Present:
4.g Symptoms:
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEW OR INCREASED SORE T
Buenos Aires HROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFPE000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires
4h
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: DIARRHE
Buenos Aires A

Symptom Present NO
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

on Mar/03/2021

Form Version: 20-Feb-2021 02:17

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Audit Trail History
Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

4.h Symptoms:
Date L ocation User Value Reason
Mar-05-2021 10:22:01 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-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
4.
Date L ocation User Value Reason
Mar-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms: VOMITIN
Buenos Aires G

Symptom Present NO
4.i Symptoms:
Date L ocation User Value Reason
Mar-05-2021 10:22:01 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-05-2021 10:22:01 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
5a
Date L ocation User Value Reason
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Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 20-Feb-2021 02:17

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 - eCRF

Audit Trail History

Form Status: Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Mar-05-2021 10:22:34 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Symptoms - Othe HEADACH

Buenos Aires r: E

5.a Symptoms - Other Text:

Date L ocation User Value Reason
Mar-05-2021 10:22:34 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 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312914
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 20:20

Back to Form

Date L ocation User Value Reason
Mar-05-2021 10:22:49 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 3- Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History
on Mar/03/2021

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Mar-05-2021 10:22:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/3/2021

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Mar-05-2021 10:22:49 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
Mar-05-2021 10:22:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NASOPHARYNX

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Mar-05-2021 10:22:49 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SYNDR

Buenos Aires OME CORONAVIRUS 2

5. Device Type:

Date L ocation User Value Reason
Mar-05-2021 10:22:49 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 3 - Unscheduled Visit Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

on Mar/03/2021

Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Mar-05-2021 10:22:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ATILA BIOSYSTEMSIAMPC

Buenos Aires OVID-19 DETECTION KIT

7. Test Result:

Date L ocation User Value Reason
Mar-05-2021 10:22:49 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NEGATIVE

Buenos Aires
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Header Text: C4591001

on Mar/03/2021

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 22-Apr-2020 21:03

eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

Buenos Aires

€.

1. Data Origin

Date L ocation User Value Reason
Mar-05-2021 10:24:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-05-2021 10:24:03 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB_SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Mar-05-2021 10:24:03 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 L ocation User Value Reason
Mar-05-2021 10:24:03 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample collected by site employe
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

on Mar/03/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-05-2021 10:24:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-05-2021 10:24:18 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-05-2021 11:52:03 | ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-05-2021 11:43:43 | 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.

Mar-05-2021 10:24:18 | ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?

(UTC-03:00) City of (autoquery) is Yes, however no

Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.

Mar-05-2021 10:24:18 | ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(UTC-03:00) City of (b) (6) YES

Buenos Aires Date of Collection:

Mar/3/2021
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Header Text: C4591001

on Mar/03/2021

Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - 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: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5a

Date L ocation User Value Reason
Mar-05-2021 11:52:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample 1D: BR21FL

Buenos Aires

5.aSampleID

Date L ocation User Value Reason
Mar-05-2021 11:52:03 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BR21FL

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status. Data Complete

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

la
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner: SPECIA
Buenos Aires LIST

Occurrence of Visits NO

or Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) SPECIALIST
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1b
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitio EMERGEN
Buenos Aires ner: CY ROOM

Occurrenceof Vi NO

sitsor Contacts:
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Header Text: C4591001

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Form Status: Data Complete

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

1.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-05-2021 10:25:02 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-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1.c
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practiti PRIMARY CA
Buenos Aires oner: RE PHYSICIA
N

Occurrenceof NO

Visitsor Conta

cts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFPG000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) PRIMARY CARE PHYSICIAN
Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1d
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Header Text: C4591001

Visit: POT_COVID_ILL 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 20-Feb-2021 02:19

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Type of Practitioner URGENT
Buenos Aires : CARE

Occurrence of Visit NO

sor Contacts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 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-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
le
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFPG000 |(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

on Mar/03/2021

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Visit: POT_COVID_ILL 3 - Unscheduled Visit

Form Version: 20-Feb-2021 02:19

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Status: Data Complete
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials:

Generated Time (GMT): 29-Mar-2021 20:20

1l.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-05-2021 10:25:02 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
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
1f
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Typeof Practitioner: ~ OTH
Buenos Aires ER

Occurrence of Visitsor NO

Contacts:
1.f Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OTHER
Buenos Aires )
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-05-2021 10:25:02 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
3. Hasthe 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 3 - Unscheduled Visit Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

on Mar/03/2021

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Mar-05-2021 10:25:02
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(b) (6) NO
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Header Text: C4591001

Visit: POT_COVID_ILL 3- Unscheduled Visit Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History
on Mar/03/2021

Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Mar-08-2021 14:19:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason
Mar-08-2021 14:19:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Mar-08-2021 14:19:29 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Not Applicable

Buenos Aires

4. Ongoing?

Date L ocation User Value Reason
Mar-08-2021 14:19:29 ACVOPFEINFPG000 |(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 3 - Unscheduled Visit

on Mar/03/2021

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Status. Data Complete

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 20:20

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Mar-05-2021 10:25:53 ACVOPFEINFP6000 |autocalc |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 IlIness?
Date L ocation User Value Reason
Mar-05-2021 10:25:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Respiratory Illness Diagnosis:

Pharyngitis

Date of Diagnosis:

Mar/3/2021
3. Toxicity Grade:
Date L ocation User Value Reason
Mar-05-2021 10:25:53 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 1

Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: POT_COVID_CONVA 1 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Sep/24/2020 Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Sep-24-2020 12:54:22 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera Sep/24/2020

Buenos Aires (b) (4)

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Sep-24-2020 12:54:33 ACVOPFEINFPE000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera COVID_A1

Buenos Aires (b) (4)
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/24/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin
Date L ocation User Value Reason
Sep-24-2020 12:54:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Sep-24-2020 12:54:47 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Sep-24-2020 12:54:59 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Sep-24-2020 12:54:47 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-24-2020 12:54:47 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera YES
Buenos Aires (b) (4) Date of Collection:
Sep/24/2020
5a
Date L ocation User Value Reason
Sep-24-2020 12:54:59 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera SampleID: BRVNPR
Buenos Aires (b) 4
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Unscheduled

Visit on Sep/24/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.aSample D
Date L ocation User Value Reason
Sep-24-2020 12:54:59 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
(UTC-03:00) City of Barrera BRVNPR
Buenos Aires (b) (4)
5.b
Date L ocation User Value Reason
Sep-24-2020 15:10:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample | D: BPXJ09
Buenos Aires
5.b Sample|D
Date L ocation User Value Reason
Sep-24-2020 15:10:19 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPXJ09
Buenos Aires
5.c
Date L ocation User Value Reason
Sep-24-2020 16:01:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BNTX2F
Buenos Aires
5.c Sample 1D
Date L ocation User Value Reason
Sep-24-2020 16:01:10 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BNTX2F
Buenos Aires

Page 519 of 558

*** Confidential***

FDA-CBER-2021-5683-0871949




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit

Visit on Nov/26/2020 Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Nov-26-2020 11:26:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/26/2020

Buenos Aires

3. COVID-19 llIness Visit:

Date L ocation User Value Reason
Nov-26-2020 11:26:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) CoviD_B1

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/26/2020

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

eCRF Audit Trail History

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

Form Status. Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin
Date L ocation User Value Reason
Nov-26-2020 11:26:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Nov-26-2020 11:26:30 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Nov-26-2020 15:55:21 ACVOPFEINFP6000 |autoquery | Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Nov-26-2020 11:26:30 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-26-2020 11:26:30 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Nov/26/2020
5.a
Date Location User Value Reason
Nov-26-2020 15:55:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BRVMJH

Buenos Aires

*** Confidential***

Page 521 of 558

FDA-CBER-2021-5683-0871951




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: POT_COVID_CONVA 2 - Unscheduled

Visit on Nov/26/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.aSample D

Date L ocation User Value Reason
Nov-26-2020 15:55:21 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRVMJH

Buenos Aires

5b

Date L ocation User Value Reason
Nov-26-2020 16:44:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample |D: BPWSRF

Buenos Aires

5.b Sample|D

Date L ocation User Value Reason
Nov-26-2020 16:44:11 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BPWSRF

Buenos Aires

Page 522 of 558

*** Confidential***
FDA-CBER-2021-5683-0871952




090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001
Visit: End of Treatment - Unscheduled
Form Version: 15-Sep-2020 21:55

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-20-2020 10:25:21 ACVOPFEINFP6000 |(b) (4), (b) |DataEntry: Initial Entry
(UTC-03:00) City of (6) Oct/16/2020

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Oct-20-2020 10:25:21 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION

Buenos Aires

3. Status:

Date L ocation User Value Reason
Oct-20-2020 10:25:21 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

Site No: 1231

Subject No: 12312914

Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-11-2021 17:54:44 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/11/2021

Buenos Aires
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Header Text: C4591001

Generated By: (b) (4)

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit

Unscheduled Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Locked, Frozen

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Select appropriate response - | s participant willing to return for Vaccination 3?

Date L ocation User Value Reason

Mar-11-2021 17:55:07 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Mar-11-2021 17:54:54 ACVOPFEINFP6000 | auto query Query 1: Candidate The response

(UTC-03:00) City of (autoquery) indicates participant

Buenos Aires was unblinded,
however the
TREATMENT

UNBLINDED date
ismissing in the
DISP visit. Please

complete this date.
Mar-11-2021 17:54:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Participant iswilling to return fo
Buenos Aires r Vaccination 3
Participant is:

eligible per other protocol al
owance(s) and confirmed to h
avereceived only placebo at
Vaccination 1/2
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-15-2021 14:58:18 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/15/2021

Buenos Aires
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF

Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Consent Was.
Date L ocation User Value Reason
Mar-15-2021 14:58:31 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) OBTAINED
Buenos Aires Date Written Consent Obtained

Mar/15/2021
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Mar-15-2021 14:59:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/15/2021

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Mar-15-2021 14:59:42 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1

Buenos Aires

3. Status:

Date L ocation User Value Reason
Mar-15-2021 14:59:42 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) COMPLETED

Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-15-2021 14:59:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-15-2021 14:59:54 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SERUM
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-15-2021 16:07:22 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-15-2021 14:59:54 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-15-2021 14:59:54 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Mar/15/2021
5.a
Date Location User Value Reason
Mar-15-2021 16:07:22 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(b) (4)

Sample|D: BPT69T
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.aSample D

Date L ocation User Value Reason
Mar-15-2021 16:07:22 ACVOPFEINFP6000 | Alan Colombo |DataEntry: Initial Entry
(UTC-03:00) City of (b) (4) BPT69T

Buenos Aires

5b

Date L ocation User Value Reason
Mar-15-2021 16:54:01 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample | D: BRYHFF

Buenos Aires

5.b Sample|D

Date L ocation User Value Reason
Mar-15-2021 16:54:01 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRYHFF

Buenos Aires

5.c

Date L ocation User Value Reason
Mar-16-2021 08:41:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample |D: BRYHD4

Buenos Aires

5.c Sample 1D

Date L ocation User Value Reason
Mar-16-2021 08:41:33 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) BRYHD4

Buenos Aires
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Data Origin
Date L ocation User Value Reason
Mar-15-2021 15:00:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE
Buenos Aires
2. Sample Type
Date L ocation User Value Reason
Mar-15-2021 15:00:07 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB
Buenos Aires
3. Sample Collected?
Date L ocation User Value Reason
Mar-15-2021 15:46:58 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query
(UTC-03:00) City of (autoquery)
Buenos Aires
Mar-15-2021 15:00:07 ACVOPFEINFP6000 | auto query Query 1: Candidate ‘Sample Collected?
(UTC-03:00) City of (autoquery) is Yes, however no
Buenos Aires barcodes are
entered. Please
review and correct
as appropriate.
Mar-15-2021 15:00:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires Date of Collection:
Mar/15/2021
5.a
Date L ocation User Value Reason
Mar-15-2021 15:46:58 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sample|D: BRILNG

Buenos Aires
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

5.aSample D
Date L ocation User Value Reason
Mar-15-2021 15:46:58 ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(6) BRILNG
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Wasthere a temporary delay of vaccination?

Date L ocation User Value Reason
Mar-15-2021 15:00:28 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
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2

Buenos Aires

3. Formulation:

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION

Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/15/2021 12:07

Buenos Aires

5. Anatomical Location:

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---

Generated By: (b) (4)

Generated Time (GMT): 29-Mar-2021 20:20

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) LEFT

Buenos Aires

7. Route:

Date Location User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

11. Was the subject observed for at least the protocol specified observation period after investigational product

administration?

Date L ocation User Value Reason
Mar-15-2021 15:00:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) YES
Buenos Aires

Page 534 of 558

*** Confidential***
FDA-CBER-2021-5683-0871964



090177e196ae2ee0\Final\Final On: 01-Apr-2021 03:26 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: VACCINATION - eCRF Audit Trail History

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

(b) (4), (b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason
Nov-24-2020 09:17:07 ACVOPFEINFP6000 |(b) (4), Form Deleted Itisclarified
(UTC-03:00) City of (b) (6) that for the
Buenos Aires Sponsor's
Safety, it isnot
considered an
SAE but part of
the patient's
covid disease
Nov-20-2020 09:52:08 ACVOPFEINFP6000 |(b) (4), Form Undeleted Thissign
(UTC-03:00) City of (b) (6) corresponds to
Buenos Aires the SAE
Nov-19-2020 15:46:22 ACVOPFEINFP6000 |(b) (4), Form Deleted This adverse
(UTC-03:00) City of (b) (6) event is erased
Buenos Aires sinceit
occurred in the
context of covid
disease
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Form Created
(UTC-03:00) City of (b) (6)
Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - Audit Trail

Form Status:

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

Date L ocation User Value Reason

Nov-24-2020 09:17:07 | ACVOPFEINFP6000 |(b) (4), Form Deleted Itisclarified

(UTC-03:00) City of (b) (6) that for the

Buenos Aires Sponsor's
Sefety, it isnot
considered an
SAE but part
of the patient's
covid disease

Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Form Created

(UTC-03:00) City of 4,

Buenos Aires (b) (6)

*** Confidential***
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date L ocation User Value Reason

Nov-14-2020 12:43:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initia Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason

Nov-14-2020 12:43:37 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value |Reason

Nov-30-2020 | ACVOPFEINFP6000 Salim Bouguermouh Query | Response

17:01:02 (b) (4) 5: Clo | satisfies query

(UTC-03:00) sed

City of

Buenos Aires

Nov-25-2020 | ACVOPFEINFP6000 (b) (4), (b) Query | Response

11:29:39 (6) 4: Clo | setisfies query

(UTC-03:00) sed

City of

Buenos Aires

Nov-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query |Itisclarified

09:16:29 5: Ans | that for the

(UTC-03:00) wered | Sponsor's Safety,

City of itisnot

Buenos Aires considered an
SAE but part of
the patient's
covid disease

Nov-22-2020 | ACVOPFEINFP6000 Salim Bouguermouh Query | Clin: Per

18:41:23 (b) (4) 5: Ope | protocol section
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-03:00)
City of
Buenos Aires

ned

8.3.7, please
potential
COVID-19
illnesses and
their sequelae
should not be
recorded as SAE
since they meet
efficacy
endpoint criteria.
These data will
be captured as
efficacy
assessment data
only on
COVID-B CRF
SOD form

Nov-20-2020 | ACVOPFEINFP6000
19:12:11
(UTC-03:00)
City of
Buenos Aires

(b) (4), (b)
(6)

Query
4: Ans
wered

COVID lllnesis
reported in the
COVID section.
However we
consider that the
cardiologic
event related to
COVID exceeds
the expected for
COVID disease.
Therefore we
consider that it
isaSAE.

14:19:59
(UTC-03:00)
City of
Buenos Aires

Nov-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy

PFETMS Oracle
(b) (4)

Query
4: Ope
ned

Multiple
conceptsin the
term
PAROXYSMAL
ARRYTHMIA
DUETO
COVID-19.
Split the term
into
PAROXYSMAL
ARRHYTHMIA
and COVID-19
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

and submit

separately.
Thank you.

Nov-20-2020 | ACVOPFEINFP6000
09:52:53

(b) (4), (b) (6) Data | Transcription
Entry | Error

(UTC-03:00) N
City of Parox
Buenos Aires ysmal
Arryth
miad
uetoc
ovid-1
9
Nov-20-2020 | ACVOPFEINFP6000 Salim Bouguermouh Query | Response
01:15:32 (b) (4) 3: Clo | satisfies query
(UTC-03:00) sed
City of
Buenos Aires

Nov-19-2020 | ACVOPFEINFP6000
15:46:22
(UTC-03:00)
City of
Buenos Aires

auto query (autoquery) Query | Thisadverse

3. Ans | event is erased
wered |sinceit occurred
in the context of
covid disease

Nov-19-2020 | ACVOPFEINFP6000
13:38:46
(UTC-03:00)
City of
Buenos Aires

Salim Bouguermouh Query | Clin: Per

(b) (4) 3: Ope | protocol section
ned 8.3.7, please
potential
COVID-19
illnesses and
their sequelae
should not be
recorded as SAE
since they meet
efficacy
endpoint criteria.
These data will
be captured as
efficacy
assessment data
only on
COVID-B CRF
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** TH|SREPEATING FORM HASBEEN DELETED ***

SOD form

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response

20:29:18 2: Clo | satisfies query

(UTC-03:00) sed

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 auto query (autoguery) Query | Changed

18:58:23 2: Ans | Information

(UTC-03:00) wered

City of

Buenos Aires

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |Changed

18:58:23 Entry | Information

(UTC-03:00) H

City of Parox

Buenos Aires ysmal

Arryth
mia

Nov-17-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query | Multiple actions

16:07:28 (b) (4) 2: Ope |for

(UTC-03:00) ned PAROXY SMAL

City of ARRYTHMIA

Buenos Aires RELATED TO
CoVvID
ILLNESS (AV
2:1 BLOCK):
Split the term
into
PAROXY SMAL
ARRHYTHMIA
and COVID
ILLNESS and
AV BLOCK
SECOND
DEGREE and
report as 3
separate entries
and also clarify
CoVvID
ILLNESS
whether
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

reporting
COVID-19
ILLNESS or
other and update
theterm as
appropriate.
Thank you.
Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Response
13:36:34 1: Clo | satisfies query
(UTC-03:00) sed
City of
Buenos Aires
Nov-17-2020 | ACVOPFEINFP6000 auto query (autoguery) Query | New
13:29:13 1: Ans | Information
(UTC-03:00) wered
City of
Buenos Aires
Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Data |New
13:29:13 Entry | Information
(UTC-03:00) H
City of Parox
Buenos Aires ysmal
Arryth
miare
lated t
0CO
VID Il
Iness (
AV 2
1bloc
k)
Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query | Pleasekindly
13:09:44 1: Ope | verify the
(UTC-03:00) ned medical records,
City of event term was
Buenos Aires updated. Thank
youl!
Nov-14-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
12:43:37 (6) Entry
(UTC-03:00) H
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

City of Secon
Buenos Aires d degr

ee AV

block

(Mobi

tz 1)
4, Start Date Time:
Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Nov/10/2020 10:00
Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Nov-14-2020 12:43:37 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-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2
Buenos Aires

7. | sthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; I npatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; | mportant medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date

L ocation

User

Value

Reason

Nov-17-2020 10:19:07
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFPG000

(b) (4), (b) (6)

Query 2: Closed
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-16-2020 22:16:40 | ACVOPFEINFPG000 |(b) (4), Query 2: Reissued:Candidate | Pending SDB update

(UTC-03:00) City of (b) (6)

Buenos Aires

Nov-16-2020 18:56:58 | ACVOPFEINFPE000 |(b) Query 2: Answered report sent. thank

(UTC-03:00) City of (4), you

Buenos Aires (b) (6)

Nov-15-2020 08:15:14 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Opened SAE RECON:

(UTC-03:00) City of Second degree AV

Buenos Aires block (Mobitz
I1)(Onset
date:10Nov2020) is
not reported to
Safety database but
serious on AE
CRF.Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF

Nov-15-2020 08:14:44 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query 1: Deleted Query can be

(UTC-03:00) City of

addressed internally

Buenos Aires
Nov-14-2020 12:43:37 | ACVOPFEINFP6000 | auto query Query 1. Candidate For AE Second
(UTC-03:00) City of (autoquery) degree AV block
Buenos Aires (Mobitz I1):
Responseto "Isthe
adverse event
serious?"' is'Yes but
"Serious Adverse
Event Number" is
blank.
Nov-14-2020 12:43:37 | ACVOPFEINFP6000 |(b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires Isthis serious event associa
ted with congenital anomal
y or birth defect?
NO
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** TH|SREPEATING FORM HASBEEN DELETED ***

Did this serious event result
in death?

NO
Did this serious event requi
re or prolong hospitalizatio
n?

YES
Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Isthis serious event life thr
eatening?

NO

Other medically important s
erious 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-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO

Buenos Aires

9. Isthis event related to study treatment:

Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT RELATED
Buenos Aires If Not Related to study treatment
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

(9), thisevent is due to:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NOT APPLICABLE
Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) NO
Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-14-2020 12:43:37 ACVOPFEINFP6000 |(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-14-2020 12:43:37 | ACVOPFEINFP6000 | (b) (4), (b) |Data Entry: Initial Entry
(6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-03:00) City of
Buenos Aires

(UTC-03:00) City of () (4), NO
) (b) (6)
Buenos Aires
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Nov-17-2020 08:34:25 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry

(b) (6) 2020453048
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Nov-17-2020 18:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE |D:

Date Location User Value Reason

Nov-17-2020 18:58:00 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) |2

Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value Reason

Nov-30-2020 | ACVOPFEINFP6000 Salim Bouguermouh Query 1: | Response

17:01:02 (b) 4 Closed satisfies

(UTC-03:00) query

City of

Buenos Aires

Nov-25-2020 | ACVOPFEINFPG000 (b) (4), (b) Query 2: | Response

11:29:39 (6) Closed satisfies

(UTC-03:00) query

City of

Buenos Aires

Nov-24-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) Query 1. |Itisclarified

09:16:45 Answere | that for the

(UTC-03:00) d Sponsor's

City of Sefety, itis

Buenos Aires not
considered an
SAE but part
of the
patient's
covid disease
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status: Data Complete, Deleted

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Nov-22-2020 | ACVOPFEINFP6000
18:38:25
(UTC-03:00)
City of
Buenos Aires

Salim Bouguermouh Query 1:
(b) 4 Reissued
:Opened

Clin: Per
protocol
section 8.3.7,
please
potential
COVID-19
illnesses and
their sequelae
should not be
recorded as
SAE since
they meet
efficacy
endpoint
criteria. These
datawill be
captured as
efficacy
assessment
dataonly on
COVID-B
CRF SOD
form

Nov-20-2020 | ACVOPFEINFP6000
19:12:29
(UTC-03:00)
City of
Buenos Aires

(b) (4), (b) Query 2:
(6) Answere

COVID lllnes
isreported in
the COVID
section.
However we
consider that
the
cardiologic
event related
to COVID
exceeds the
expected for
COVID
disease.
Therefore we
consider that
itisaSAE.

14:21:08

Nov-20-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle Query 2:

(b) (4) Opened

Multiple
conceptsin
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Header Text: C4591001
Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

(UTC-03:00) theterm AV

City of BLOCK

Buenos Aires SECOND
DEGREE
DUETO
COVID-19.
Split the term
into AV
BLOCK
SECOND
DEGREE and
COVID-19
and submit
separately.
Thank you.

Nov-20-2020 | ACVOPFEINFP6000 auto query (autoquery) | Query 1: | Transcription

09:53:13 Answere | Error

(UTC-03:00) d

City of

Buenos Aires

Nov-20-2020 | ACVOPFEINFPG000 (b) (4), (b) (6) Data En | Transcription

09:53:13 try: Error

(UTC-03:00) AV block

City of second d

Buenos Aires egree du

eto covi
d-19

Nov-19-2020 | ACVOPFEINFP6000 Salim Bouguermouh Query 1: | Clin: Per

13:39:01 (b) (4) Opened | protocol

(UTC-03:00) section 8.3.7,

City of please

Buenos Aires potential
COVID-19
illnesses and
their sequelae
should not be
recorded as
SAE since
they meet
efficacy
endpoint

criteria. These
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject No: 12312914 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
*** TH|SREPEATING FORM HASBEEN DELETED ***

datawill be
captured as
efficacy
assessment
dataonly on
COVID-B
CRF SOD
form

Nov-17-2020 | ACVOPFEINFP6000 (b) (4), (b) (6) DataEn | Initia Entry

18:58:00 try:

(UTC-03:00) AV block

City of second d

Buenos Aires egree

4. Start Date Time:

Date L ocation User Value Reason

Nov-17-2020 18:58:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), Nov/10/2020 10:00

Buenos Aires (b) (6)

5. Isthe adverse event till ongoing?

Date L ocation User Value Reason

Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), YES

Buenos Aires (b) (6)

6. Toxicity Grade:

Date L ocation User Value Reason

Nov-17-2020 18:58:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), 2

Buenos Aires (b) (6)

7. Isthe adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; | 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
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

require medical/surgical intervention to prevent above outcomes).

Date L ocation User Value Reason

Nov-17-2020 20:56:15 | ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

(UTC-03:00) City of (autoquery)

Buenos Aires

Nov-17-2020 18:58:00 | ACVOPFEINFP6000 | auto query Query 1: Candidate For AE AV block

(UTC-03:00) City of (autoquery) second degree:

Buenos Aires Responseto"Is
the adverse event
serious?’ is'Yes
but " Serious
Adverse Event
Number" is blank.

Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry

(UTC-03:00) City of 4), YES

Buenos Aires (b) (6) Is this serious event associate

d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES
Did this serious event result i
n persistent or significant dis
ability/incapacity?

NO

Isthis serious event life threa
tening?

NO
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form Version: 22-Apr-2020 21:02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

Other medically important se
rious 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-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NOT RELATED
Buenos Aires (b) (6) If Not Related to study treatm
ent(s), this event is due to:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NOT APPLICABLE
Buenos Aires (b) (6)
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFPG000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of 4), NO
Buenos Aires (b) (6)
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status: Data Complete, Deleted
Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme

Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

*** THISREPEATING FORM HASBEEN DELETED ***

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), NO
Buenos Aires (b) (6)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of (4), RECOVERING/RESOLVING
Buenos Aires (b) (6)
14. Did the adverse event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Nov-17-2020 18:58:00 | ACVOPFEINFP6000 |(b) Data Entry: Initial Entry
(UTC-03:00) City of @), NO
Buenos Aires (b) (6)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Nov-17-2020 20:56:15 ACVOPFEINFPG6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) 2020453048
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: 12312914 Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-11-2021 17:55:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Mar/11/2021

Buenos Aires

2. Primary Reason for Unblinding:

Date L ocation User Value Reason
Mar-11-2021 17:55:07 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) ASSESSELIGIBILITY FORAD

Buenos Aires DITIONAL VACCINATION
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Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: SUBJECT STATUS - eCRF Audit Trail History
Form Status: Data Complete, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich
Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Subject Status

Date L ocation User Value Reason

Oct-20-2020 10:25:21 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | FOLLOW-UP

Buenos Aires

Aug-21-2020 16:38:46 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZED

Buenos Aires

Aug-21-2020 16:37:46 ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | SCREENED

Buenos Aires

2. Subject Status Date

Date L ocation User Value Reason

Mar-03-2021 06:20:56 | ACVOPFEINFP6000 |(b) (4), (b) Query 1: Closed Query closed based

(UTC-03:00) City of (6) on site's

Buenos Aires confirmation that
subject entered
eDiary
Erroneously.

Mar-02-2021 18:04:41 | ACVOPFEINFP6000 |Adolfo Gonzalez |Query 1. Answered Subject reported

(UTC-03:00) City of (b) (4) "Yes' for the

Buenos Aires question "Have you
experienced any of
thefollowing?’ for
the COVID-19
symptoms by
mistake, thank you

Mar-02-2021 17:23:31 | ACVOPFEINFP6000 |(b) (4), Query 1: Opened IlIness eDiary:

(UTC-03:00) City of (b) (6) Subject reported

Buenos Aires "Yes" for the
question "Have you
experienced any of
the following?’ for
the COVID-19
symptoms or
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Generated By: (b) (4)

Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject No: 12312914 Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

diagnosison
26FEB2021. But
thereisno COVID
IlIness visit
reported in the
database. Please

Buenos Aires

clarify.

Oct-20-2020 10:25:21 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Oct/16/2020

Buenos Aires

Aug-21-2020 16:38:46 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Aug/21/2020

Buenos Aires

Aug-21-2020 16:37:46 | ACVOPFEINFP6000 | auto calc Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) Aug/21/2020
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Header Text: C4591001

Visit: Investigator Signature - Unscheduled
Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312914
Generated By: (b) (4)

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
Form Status: Data Complete, Signed, Verified

Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr. Cosme
Argerich

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-29-2020 18:41:28 ACVOPFEINFP6000 |(b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Click Here to Enable

Buenos Aires
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