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Header Text: C4591001

Visit: COHORT_SELECTION
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: COHORT SELECTION

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

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
- Protocol version

30 JUN 2020

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

STAGE 3 COHORTS

*** Confidential***
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Header Text: C4591001
Visit: COHORT_SELECTION

Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02  Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231

Subject No: 12313437

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

eCRF Audit Trail History

I nformed Consent

1

Consent Was:

OBTAINED

Date Written Consent Obtained
Aug/23/2020
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Header Text: C4591001

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

Subject No: 12313437

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

Demography
1. | Subject ID [12313437]
2. | Birth Date: (b) (6) /1983
3. | Sex: FEMALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X all that WHITE
apply):
6. | Racial Designation:

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313437

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. | Date of Visit Aug/23/2020

2. | Erroneous Visit
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50  Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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 dligibility requires subjects to meet al inclusion criteria (Y ES) and Not meet exclusion
criteria (NO).

Inclusion Criteria

La || Inclusion 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 | INO1AQO
use only)
1b |/ 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 | INO2AOO
use only)
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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

Subject No: 12313437

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

1.¢ || Inclusion Number:

3

Criterion Description:

Healthy participants who are determined by medical history,
physical examination, and clinical judgment of the investigator
to be eligible for inclusion in the study

Criterion met? YES
Criterion ID: (For Pfizer | INO3AQOO
use only)

1.d || inclusion Number: 4

Criterion Description:

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

Criterion met? YES
Criterion ID: (For Pfizer | INO4AQ0
use only)

Exclusion Criteria

2.a || 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 | EX01AQ0
use only)
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313437
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

2b

Exclusion Number:

2

Criterion Description:

Known infection with human immunodeficiency virus (HIV),
hepatitis C virus (HCV), or hepatitis B virus (HBV)

Criterion met?

NO

Criterion ID: (For Pfizer | EX02A00
use 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 ID: (For Pfizer | EXO3A00
use only)
2.d || Exclusion Number: 4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met?

NO

Criterion ID: (For Pfizer
use only)

EX04A00

*** Confidential***
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437
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

2.e

Exclusion Number:

8

Criterion Description:

Immunocompromised individuals with known or suspected
immunodeficiency, as determined by history and/or
laboratory/physical examination

Criterion met? NO
Criterion ID: (For Pfizer | EXO8A00
use only)
2% || Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged
bleeding that would, in the opinion of the investigator,
contraindicate intramuscul ar injection
Criterion met? NO
Criterion ID: (For Pfizer | EX10A00
use only)
2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met? NO
Criterion ID: (For Pfizer | EX11A00
use only)
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Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:50  Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA

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

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

2.h

Exclusion Number:

12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met?

NO

Criterion ID: (For Pfizer | EX12A00
use only)
2. Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as
cytotoxic agents or systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer | EX13A01
use only)
2] Exclusion Number: 15

Criterion Description:

Receipt of blood/plasma products or immunoglobulin, from 60
days before study intervention administration or planned
receipt throughout the study

Criterion met? NO
Criterion ID: (For Pfizer | EX14A01
use only)
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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

Subject No: 12313437

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

2k Exclusion Number:

16

Criterion Description:

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

Criterion met? NO
Criterion ID: (For Pfizer | EX15A01
use only)

21| Exclusion Number: 17

Criterion Description:

Previous participation in other studiesinvolving study
intervention containing lipid nanoparticles

Criterion met? NO
Criterion ID: (For Pfizer | EX16A01
use 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 | EX21A01
use only)
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03 ~ Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: DISPOSITION - SCREENING

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

*** Confidential***

1. | Date of Aug/23/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: []
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313437

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

11| Line/MH Number: Not Applicable

[]

Disease/Syndrome Not Applicable

/Surgery/Non-Drug
Allergies/Drug Allergies: |[]

Start Date: Not Applicable
Il

Ongoing: Not Applicable
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Site No: 1231
Subject No: 12313437

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:51

Form: VITAL SIGNS- BASELINE

Form Status: Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject Initials: ---

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

eCRF Audit Trail History

*** Confidential***

Vital Signs
1. | Date: Aug/23/2020
2. | Weight: [58.3]
3. | Unit: kg
4. | Height: [160.0]
5. | Unit: cm
6. | Body Mass Index: [22.8]
Vital Signs Details
7a|| Record Identifier: 1
Temperature: [37.0]
Unit: C
Temperature L ocation: ORAL CAVITY
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Aug/23/2020
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313437
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

*** Confidential***

Disposition
1. | Randomization Date : Aug/23/2020
2. | Randomization Number: [62793]
3. | Randomization Group: []
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/23/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a || sampleID [BNTN25]
5b || sample 1D [BNTN26]
5C || sampleID [BNTN27]
5d || sample ID [BP2462]
€ || sample ID [BP2463]
5f || sample 1D [BP2464]
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231

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

Subject 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/23/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP26D5]

*** Confidential***
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Visit: V1 DAY1 VAX1 L

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

Subject No: 12313437

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

Vaccination
1. [Wasthere atemporary NO
delay of vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Aug/23/2020 13:00
5. | Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L

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

Subject No: 12313437

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

collection

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

*** Confidential***
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12313437

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. | Date of Visit Sep/13/2020

2. | Erroneous Visit
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:51  Form Status: Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: VITAL SIGNS- TEMP

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***

Vital Signs
1. | Date: Sep/13/2020
Vital Signs Details
2.2 | Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature Location: ORAL CAVITY
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST
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

Lab Urinalysis
1. | Lab Panel: URINALYSIS
2. | Lab Sub-Panel: PREGNANCY
3. | Collection Date: Sep/13/2020
4. | Laboratory Name and [STUDY SITE]
Address (Derived)
5. | Specimen Type: URINE
Lab Result
6.2 sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
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Header Text: C4591001
Visit: V2_VAX2_ L

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231

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

Subject 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:
Sep/13/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BP2BVT]

*** Confidential***
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Visit: V2_VAX2_ L

Form: VACCINATION

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

Site No: 1231

Subject No: 12313437

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

eCRF Audit Trail History

Vaccination
1. [Wasthere atemporary NO
delay of vaccination?
2. | Treatment Name [BLINDED THERAPY]
3. | Formulation: INJECTION
4. |DoseDate Time: Sep/13/2020 14:25
5. | Anatomical Location: DELTOID MUSCLE
6. [Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. |Actual Dose: []
9. [Unit:
10. | Timeframe Subject Was THE PROTOCOL SPECIFIED OBSERVATION PERIOD
Observed
11. | Was the subject observed YES
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: V3_MONTH1 _POSTVAX2 L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Oct/15/2020
2. | Erroneous Visit
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Oct/15/2020
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a || sampleID [BPW642]

5b || sample 1D [BLBX4M]

5C || sampleID [BLBX52]
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Header Text: C4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

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

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

Subject No: 12313437 Subject Initials: ---

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

(b) (4)

Form Comments
eCRF Audit Trail History

Date of Visit
1. | Date of Visit Not Applicable Comments
I
2. | Erroneous Visit Not Applicable Comments
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Header Text: C4591001
Visit: V4 MONTH6_L

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

Subject No: 12313437

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot

Please enter barcode for each aliquot.

S || sample ID [
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Header Text: C4591001
Visit: V5_MONTH12 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437

Form: DATE OF VISIT
Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Header Text: C4591001
Visit: V5_MONTH12 L

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

Subject No: 12313437

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot

Please enter barcode for each aliquot.

S || sample ID [
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Header Text: C4591001
Visit: V6_MONTH24 L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437

Form: DATE OF VISIT
Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Header Text: C4591001
Visit: V6_MONTH24 L

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

Subject No: 12313437

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status: Not Started

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

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

Electronic Sample Tracking

1. | Data Origin

Sample Type

2
3. | Sample Collected?
4

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

If no samplewas collected |[]

Aliquot

Please enter barcode for each aliquot.

S || sample ID [
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: 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 Dec/8/2020

2. | Erroneous Visit

COVID-19 llIness Visit

3. | COVID-19 llIness Visit: COVID_A

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

Form: SSIGNSAND SYMPTOMS OF POTENTIAL

Unscheduled Visit on Dec/08/2020 COVID-19
Form Version: 10-Dec-2020 02:29  Form Status:. Data Complete, Frozen, Not Complete

Site No: 1231

Subject No: 12313437

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

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Dec/8/2020
2. |Date of First Symptom Dec/7/2020
Started:

3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Dec/16/2020

Symptoms

4.a || symptoms: FEVER

Was symptom present? YES

4. Symptoms:

NEW OR INCREASED COUGH

Was symptom present?

NO

4.c

Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? NO

4d || symptoms: CHILLS
Was symptom present? YES

4.e

Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? YES
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Site No: 1231

Subject No: 12313437

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Unscheduled Visit on Dec/08/2020 COVID-19
Form Version: 10-Dec-2020 02:29  Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO

4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO

4.h .
Symptoms: DIARRHEA
Was symptom present? NO

41 || symptoms: VOMITING
Was symptom present? NO

Symptoms - Other

54 || symptoms - Other Text: | [Asthenig]

5b Symptoms - Other Text: | [Arthralgial

5.C || symptoms - Other Text:

[Abdominal pain]

*** Confidential***
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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: 12313437

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials: ---

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

Date Of. Specimen Speu_men C Assay Code and Descr . Form Insta

# | Collecti ollection Lo . Device Type
Type . iption nce
on cation

1. | Dec/8/2 | SWABBE | NASOPHAR | SEVERE ACUTE RES | SARS-COV-2 | Repesating

020 D MATER | YNX P SYNDROME CORO | DIAGNOSTI Pages

IAL NAVIRUS 2 CTEST
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actual Date of Collection: | Dec/8/2020
2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection NASOPHARY NX
Location:
4. | Assay Code and SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
Description:
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Resullt: NEGATIVE
8. | Comments/Findings []
/Details:
9. | Trade Name Other, Specify: |[ ]
Page 37 of 375

FDA-CBER-2021-5683-0874396




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020 SWAB SELF

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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. | Data Origin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no samplewas collected | [Sample collected by team physician]
or sample was not collected
according to protocol,
please provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020 SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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:
Dec/8/2020
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BPWSWP]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare | SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:

[2]

1lc

Physician or Healthcare
Professional:

PRIMARY CARE PHY SICIAN

Occurrence of Visits or NO
Contacts:
1d || physician or Healthcare | URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
Page 40 of 375

*** Confidential***
FDA-CBER-2021-5683-0874399




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1-

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: HEALTH CARE UTILIZATION

Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-202002:26  Form Status: 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. || physician or Healthcare

Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO

Lf Physician or Healthcare

Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

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

YES
Has the subject been in intensive care due to potential
COVID-19illness?
NO

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

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# | Hogspitalization Category Hospitalization Te | Admisson D | Ongoin Form Instance
rm ate g
1. |HOSPITALIZATION STA | HOSPITAL Dec/10/2020 | YES Repeating
TUS Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1231

Subject No: 12313437
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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: HOSPITALIZATION STATUS
2. | Hospitalization Term: HOSPITAL
3. | Admission Date: Dec/10/2020
4. | Ongoing? YES
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Header Text: C4591001

Visit: POT_COVID_ILL 1

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

Subject No: 12313437

Form: RESPIRATORY TREATMENT

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e
L[] [] Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437
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 is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

(SN ISR I

Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Not Complete
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ILLNESS DETAILS

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

[lIness Details
1. | Category of Clinical Event: | POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained YES
for Potential COVID-19 Respiratory IlIness Diagnosis:
[lIness? [Kidney abscess]|
Date of Diagnosis:
Dec/16/2020
3. | Toxicity Grade: 2
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313437

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category of Clinica | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
# .
| Event: al Event ained rade e
1. Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

I1lness Details

1. | Category of Clinical Event:

2. | Subcategory of Clinical
Event:

3. | Was a diagnosis obtained?

4. | Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313437

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; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category fo | Vendor | Collectio | Specime Form Instan
# r Lab Test Name | n Date n Type Lab Result ce
1 [] Sponsor-Defin | Te | Res || Repeding
ed Identifier | st: | ult: Pages
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313437

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 Pandl:

2. | Laboratory Name and []
Address

3. | Collection Date: I

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1

Subject No: 12313437

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 21-Aug-2020 02:51

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category f | Vendor Nam | Collecti :
# | or Lab Tes | e (DERIVED | on Date | P& L ab Result Form Instan
¢ ) _ en Type ce
1. [] Spong)r-Defi Te | Res mg
ned Identifie | = | o Pages
st: | ult:
r
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313437

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: 1l

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Form: VITAL SIGNS- COVID

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# | Date: Vital Signs Details Form Instance
L Record | dentifier: Systolic; | Diastolic; Repesting Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

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

\Y,

ital Signs

1

Date:

I

Vi

tal Signs Details

Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Rate in
respirations/minute:

[]

Heart Ratein
beats/minute:

[]
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 1
Form Version: 21-Aug-2020 02:51

Subject No: 12313437

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# | Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repedting Pages

*** Confidential***

Page 55 of 375

FDA-CBER-2021-5683-0874414




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

tal Signs Details

Record Identifier:

SPO2 Pulse Oximetry % | [ ]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Site No: 1231

Subject No: 12313437

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 Asses

Arterial Blood Gases

FiO2 (Fraction of Inhaled

Form Instance

*** Confidential***

sment Pa0O2 Oxygen)
1. [] [] Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

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:

I

2.

Arterial Blood Gases PaO2
(mmHg):

[]

FiO2 (Fraction of Inhaled
Oxygen):

[]
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Header Text: C4591001
Visit: POT_COVID_ILL 1

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

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

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

*** Confidential***

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1 |[] [ Repeating
Pages
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Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020 VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status. Not Started
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: CONCOMITANT MEDICATIONS -

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 M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

M edication:

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

[]

Start Date:

I

Ongoing?
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Header Text: C4591001
Visit: POT_COVID_ILL 1

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Form: IMAGING

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Date of Asse | Location of Ass | ImagingM Overall A ent Form Instanc
ssment essment ethod e
1. | Dec/9/2020 | OTHER CT SCAN | ABNORMAL Repeating
If other, specify If abnormal, specify finding Pages
; S

Abdomen

presence of two small peri
renal abscesses

2. | Dec/10/2020 | OTHER ULTRASO | ABNORMAL Repeating
If other, specify | UND If abnormal, specify finding Pages
; S

Abdomen

Presence of two small peri
renal abscesses

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING

Form Status: Data Complete, Frozen, Not Complete

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. | Date of Assessment: Dec/9/2020

2. | Location of Assessment: OTHER
If other, specify:
[Abdomen]

3. | Type of Imaging Exam: CT SCAN

4. | Assessment: ABNORMAL

If abnormal, specify findings:
[presence of two small perirenal abscesses]
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING

Form Status: Data Complete, Frozen, Not Complete

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging
1. | Date of Assessment: Dec/10/2020
2. | Location of Assessment: OTHER
If other, specify:
[Abdomen]
3. | Type of Imaging Exam: ULTRASOUND
4., | Assessment: ABNORMAL

If abnormal, specify findings:
[Presence of two small perirenal abscesses]
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: DATE OF VISIT - ILLNESS ONSET

Form Status: 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 Mar/4/2021

2. | Erroneous Visit

COVID-19 llIness Visit

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

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: SSIGNSAND SYMPTOMS OF POTENTIAL
COVID-19

Form Status: Data Complete, Frozen, Not Complete

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

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

eCRF Audit Trail History

Signs and Symptoms

*** Confidential***

1. | Date of Assessment: Mar/4/2021
2. |Date of First Symptom Mar/3/2021
Started:
3. | Symptoms Ongoing? NO
Date of Last Symptom Resolved:
Mar/14/2021
Symptoms
4.a || symptoms: FEVER
Was symptom present? YES
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
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Header Text: C4591001

Visit:

POT_COVID_ILL 2-

Form: SIGNSAND SYMPTOMS OF POTENTIAL

Unscheduled Visit on Mar/04/2021 COVID-19
Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen, Not Complete
Site No: 1231

Subject No: 12313437

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
41 || symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? YES
4.h .
Symptoms: DIARRHEA
Was symptom present? NO
41 || symptoms: VOMITING
Was symptom present? NO
Symptoms - Other
> Symptoms - Other Text: |[]
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313437

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of . Specimen C
# | Collecti Specimen ollection Lo Assay degand Descr Device Type Form Insta
Type . iption nce
on cation
1. |[Mar/3/2 | SWABBE | NASOPHA |SEVERE ACUTERES | SARS-COV-2 | Repesating
021 D MATER | RYNX P SYNDROME CORO | DIAGNOSTI Pages
IAL NAVIRUS 2 CTEST
2. |Mar/4/2 | SWABBE | NASOPHA |SEVERE ACUTERES | SARS-COV-2 | Repeating
021 D MATER | RYNX P SYNDROME CORO | DIAGNOSTI Pages
IAL NAVIRUS 2 CTEST
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Header Text: C4591001
Visit: POT_COVID_ILL 2-

Form: MICROBIOLOGY SPECIMEN

Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1231

Subject No: 12313437

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actua Date of Collection:

Mar/3/2021

2. | Specimen Type:

SWABBED MATERIAL

3. | Specimen Collection
Location:

NASOPHARY NX

4. | Assay Code and

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

Description:
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: OTHER
7. | Test Resullt: POSITIVE
8. | Comments/Findings []

/Details:
9. | Trade Name Other, Specify: | [NALT unknown]
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Header Text: C4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: MICROBIOLOGY SPECIMEN

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Microbiology Specimen

*** Confidential***

1. | Actua Date of Collection: | Mar/4/2021
2. | Specimen Type: SWABBED MATERIAL
3. [ Specimen Collection NASOPHARYNX
L ocation:
4. | Assay Code and SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
Description:
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Resullt: POSITIVE
8. | Comments/Findings []
/Details:
9. [ Trade Name Other, Specify: | [ ]
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Header Text: C4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021 SWAB SELF

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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. | Data Origin SITE

2. | Sample Type NASAL_SWAB_SELF

3. | Sample Collected? NO

4. | If no samplewas collected | [sample collected by team physician]
or sample was not collected
according to protocol,
please provide reason:

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021 SWAB

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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/4/2021
4. [1f nosamplewascollected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5.a

Sample ID

[BR22XX]

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021

Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare | SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b

Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:

[1]

1lc

Physician or Healthcare
Professional:

PRIMARY CARE PHY SICIAN

Occurrence of Visits or NO
Contacts:
1d || physician or Healthcare | URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19
Site No: 1231

Subject No: 12313437

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

Professional:

L1e || pnysician or Hedlthcare | TELEPHONE CONSULTATION

Contacts:

Occurrence of Visits or NO

1f
Professional:

Physician or Healthcare | OTHER

Contacts:

Occurrence of Visits or NO

Health Care Utilization Other

2. | Other Type of Practitioner
Specify:

[]

Health Care Utilization

*** Confidential***

3. | Hasthe subject been NO
hospitalized due to potential
COVID-19illness?
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Hospitalization Cate | Hospitalization Te | Admission D Ongoing Form Instance
gory rm ate
1. | Not Applicable Not Applicable Not Applicabl | Not Applicab Repeating
e le Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

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
Form Comments

eCRF Audit Trail History

Hospitalization Details

*** Confidential***

1. | Hospitalization Category: Not Applicable Comments
2. | Hospitalization Term: Not Applicable Comments
3. | Admission Date: Not Applicable Comments
I
4. | Ongoing? Not Applicable Comments
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# Treatment Ide | Con Non-Drug Treatments | Treatm | Treatm | Start D | Form Instanc
ntifier Pre-specified ent ent ate e
1. Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437
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 is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

(SN ISR I

Ongoing?

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ILLNESS DETAILS

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

[lIness Details
1. | Category of Clinical Event: | POTENTIAL COVID-19 ILLNESS
2. | Was adiagnosis obtained YES
for Potential COVID-19 Respiratory IlIness Diagnosis:
llIness? [COVID-19 illness]
Date of Diagnosis:
Mar/4/2021
3. | Toxicity Grade: 2
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313437

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category of Clinica | Subcategory of Clinic | Diagnosis Obt | Toxicity G | Form Instanc
# .
| Event: al Event ained rade e
1. Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 17-Jul-2020 21:55
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

I1lness Details

1. | Category of Clinical Event:

2. | Subcategory of Clinical
Event:

3. | Was a diagnosis obtained?

4. | Toxicity Grade:
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Header Text: C4591001
Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313437

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; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category fo | Vendor | Collectio | Specime Form Instan
# r Lab Test Name | n Date n Type Lab Result ce
L Sponsor-Defin | Te | Res || Repeding
ed Identifier | st: | ult: Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313437

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 Pandl:

2. | Laboratory Name and []
Address

3. | Collection Date: I

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Site No: 1231

Subject No: 12313437

Visit: POT_COVID_ILL 2

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 21-Aug-2020 02:51

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Category f | Vendor Nam | Collecti :
# | or Lab Tes | e DERIVED | on Date | SPEM Lab Result Form Instan
; ) _ en Type ce
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313437

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: 1l

4. | Specimen Type:

Lab Result
5. || sponsor 1D: [
Test:
Result: []
Not Done:
LNMT Low
[]
High
[]
Unit
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Form: VITAL SIGNS- COVID

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# | Date: Vital Signs Details Form Instance
L Record | dentifier: Systolic; | Diastolic; Repesting Pages
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Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021
Form Version: 21-Aug-2020 02:50
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

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

\Y,

ital Signs

1

Date:

I

Vi

tal Signs Details

Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Rate in
respirations/minute:

[]

Heart Ratein
beats/minute:

[]
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 2
Form Version: 21-Aug-2020 02:51

Subject No: 12313437

Form: VITAL SIGNS - PULSE OX ROOM AIR

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# | Date: Vital Signs Details Form Instance
L Record | dentifier: Oxygen Saturation Repedting Pages
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

tal Signs Details

Record Identifier:

SPO2 Pulse Oximetry % | [ ]

Page 88 of 375

*** Confidential***
FDA-CBER-2021-5683-0874447




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)
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Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313437

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 Asses

Arterial Blood Gases

FiO2 (Fraction of Inhaled

Form Instance

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

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:

I

2.

Arterial Blood Gases PaO2
(mmHg):

[]

FiO2 (Fraction of Inhaled
Oxygen):

[]
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Site No: 1231

Header Text: C4591001
Visit: POT_COVID_ILL 2

Form Version: 06-Jul-2020 21:55

Form: CONCOMITANT MEDICATIONS -

VASOPRESSORS

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

*** Confidential***

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1 Repeating
Pages
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Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021 VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status. Not Started
Site No: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: CONCOMITANT MEDICATIONS -

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 M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

M edication:

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

[]

Start Date:

I

Ongoing?
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Visit: POT_COVID_ILL 2

Site No: 1231

Subject No: 12313437

Form: IMAGING

Form Version: 06-Jul-2020 21:53

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Assessm | Location of Assess | Imaging Met | Overall Assessm
# Form Instance
ent ment hod ent
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Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

Date of Assessment:

I

Location of Assessment:

Type of Imaging Exam:

AWM P

Assessment:
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Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Mar/26/2021

Form Version: 22-Apr-2020 21:04  Form Status: Data Complete, Verified
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

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. | Date of Visit Mar/26/2021

2. | Erroneous Visit

COVID-19 IlIness Visit

3. | COVID-19 IlIness Visit: COVID_A1l
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Visit: POT_COVID_CONVA 1 -

Form: ELECTRONIC SAMPLE TRACKING -

Unscheduled Visit on Mar/26/2021 IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Verified
SiteNo: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Electronic Sample Tracking

1. |DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/26/2021
4. | If nosamplewas collected |[]
or sample was not collected
according to protocol,
please provide reason:
Aliquot

Please enter barcode for each aliquot.

5a || sampleID [BPW7VS]

5b || sample 1D [BRYZMS]

5C || sampleID [BRYZMD]
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Visit
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313437

Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Visit: Unplanned - New Unscheduled Form: UNPLANNED VISIT

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

Subject No: 12313437

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

Unplanned Assessments

1. | Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Oct/15/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: C4591001

Visit: Follow-Up - Unscheduled

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

Subject No: 12313437
Generated By:

(b) (4)

Form: DISPOSITION - FOLLOW-UP
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

Disposition - Follow-Up

1

Date of
Completion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[]
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Visit: POT_COVID_REPEAT_SWAB Form: DATE OF VISIT - REPEAT SWAB
- New Unscheduled Visit

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

Subject No: 12313437
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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repeat Swab:

*** Confidential***
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Header Text: C4591001
Visit: POT_COVID_REPEAT _SWAB Form: ELECTRONIC SAMPLE TRACKING - REPEAT

- New Unscheduled Visit SWAB
Form Version: 10-Oct-2020 15:57 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano

Subject No: 12313437
Generated By:

(b) (4)

Mayor Dr. Cosme Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12313437

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 28-Mar-2021 02:28
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: VITAL SIGNS- TEMP

Form Status: Not Started

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

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

Vital Signs

1. | Date; 1l

Vi

tal Signs Details

Record Identifier:

Temperature: []

Unit:

Temperature L ocation:

Page 104 of 375

*** Confidential***
FDA-CBER-2021-5683-0874463




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Unscheduled

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Visit: Unplanned Vaccination -

Form Version: 20-Feb-2021 02:14

Form: LAB URINALY SIS - PREGNANCY TEST

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

Lab Urinalysis

1. | Lab Pand:

Lab Sub-Panel:

I

2
3. | Collection Date;
4

Laboratory Name and
Address (Derived)

[]

5. | Specimen Type:

Lab Result

6. Sponsor ID:

[]

Test:

Result:

Not Done:

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12313437
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.

Was there atemporary
delay of vaccination?

Treatment Name

[]

Formulation:

Dose Date Time;

I

Anatomical Location;

Body Side:

Route:

Actual Dose:

[]

S I B S A B < A

Unit:

=
o

Timeframe Subject Was
Observed

[EEY
[N

. | Was the subject observed

for at least the protocol
specified observation period
after investigational product
administration?
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Unscheduled

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Header Text: C4591001
Visit: Unplanned Vaccination -

Form Version: 10-Oct-2020 15:57

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments:

[]

*** Confidential***
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 10-Oct-2020 16:01
Site No: 1231

Subject No: 12313437

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: []
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Header Text: C4591001

Visit: V201 SURVEIL_CONSENT -
Unscheduled

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

Subject No: 12313437

Form: DATE OF VISIT

Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Visit: V201_SURVEIL_CONSENT - Form: INFORMED CONSENT - ASYMPTOMATIC

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

Subject No: 12313437

Generated By:
(b) (4)

SURVEILLANCE
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

Informed Consent - Asymptomatic Surveillance

1. | Consent Was:
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Header Text: C4591001
Visit: V201 SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING -

Subject No: 12313437
Generated By:

(b) (4)

Unscheduled IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03  Form Status: Not Started
Site No: 1231 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

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001
Vist: V201 SURVEIL_CONSENT - Form: ELECTRONIC SAMPLE TRACKING - NASAL

Unscheduled SWAB
Form Version: 22-Apr-2020 21:03  Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano

Subject No: 12313437
Generated By:

(b) (4)

Mayor Dr. Cosme Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

Electronic Sample Tracking

1

Data Origin

Sample Type

Sample Collected?

2
3.
4

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

[]

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]
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Header Text: C4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT

Subject No: 12313437
Generated By:

(b) (4)

Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Mar/22/2021
2. | Erroneous Visit
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Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

Unscheduled

Form Version: 10-Dec-2020 02:25  Form Status. Data Complete, Frozen, Verified

Site No: 1231

Subject No: 12313437

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

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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Visit: V101_VAX3

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

Subject No: 12313437

Form: DATE OF VISIT
Form Status: Not Started

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Visit
1. | Date of Visit I
2. | Erroneous Visit
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Vist: V101 VAX3

Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Not Started

Site No: 1231

Subject No: 12313437

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

Informed Consent - Further Vaccination

1. | Consent Was:
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Generated By:

(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 28-Mar-2021 02:25 Form Status: Not Started
Site No: 1231

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

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

Inclusion Criteria Not Met

1

Description of Inclusion
Criterion Not Met

Exclusion Criteria M et

2.

Description of Exclusion
Criterion Met
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Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Not Started
Site No: 1231

Subject No: 12313437
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

Disposition - Screening for Further Vaccination

1

Date of
Completion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[]
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Vigit: Logs

Site No: 1231

Subject No: 12313437

Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

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

Subject Initials: ---

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
AE lIden | Adverse Eve Isthe Adverse Event | Form Instan
# | Category tifier nt Start Date Still Ongoing ce
1. |ADVERSE |1 Pityriasisros | Sep/29/202 | NO Repeating
EVENT ea 0 20:00 End Date Time: Pages
Oct/28/2020 12:00
2. |ADVERSE |2 Right kidney | Dec/7/2020 | YES Repeating
EVENT abscess 18:00 Pages
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1231

Subject No: 12313437
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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [Pityriasisrosea)

(If possible specify

diagnosis, not individual

symptoms)
4. | Start Date Time: Sep/29/2020 20:00
5. [Isthe adverse event still NO

ongoing? End Date Time:

Oct/28/2020 12:00
6. | Toxicity Grade: 2
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Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02
SiteNo: 1231

Subject No: 12313437
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT
Form Status: Data Complete, Locked, Frozen, Verified

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

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

Isthe 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).

NO

Isthis adverse event the
result of astudy Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

NO

Isthis event related to study
treatment:

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

10.

Latest Action Taken with
Study Treatment:

*** Confidential***

NOT APPLICABLE
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1231

Subject No: 12313437
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

11

Was a Concomitant
Medication given?

YES

12.

Was a Non-Drug Treatment
given?

NO

13.

What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14.

Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[]
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21:02  Form Status. Data Complete, Not Complete
SiteNo: 1231

Subject No: 12313437
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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [2]
3. | Adverse Event: [Right kidney abscess]

(If possible specify

diagnosis, not individual

Ssymptoms)
4. | Start Date Time: Dec/7/2020 18:00
5. |Isthe adverse event still YES

ongoing?
6. | Toxicity Grade: 2
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Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)

7. |Isthe adverse event YES

serious? Is this serious event associated with congenital anomaly or

birth defect?
If Yes, NOTIFY PFIZER NO
IMMEDIATELY.

_ _ Did this serious event result in death?
Fatal; Life-threatening; NO

Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?

event (i.e. may jeopardize NO

subject and may require _ _ . ,
medical/surgical Isthis serious event life threatening?
intervention to prevent NO

above outcomes).
Other medically important serious event
NO

8. | Isthis adverse event the NO
result of astudy Medication
Error?

If Yes, record the type of
medication error on the
Medication Error Log.

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

9. |Isthisevent related to study | NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:

[unknown]
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Header Text: C4591001

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

Subject No: 12313437
Generated By:

(b) (4)

Form: ADVERSE EVENT REPORT

Form Status: Data Complete, Not Complete

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials: ---

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

10.

Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11

Was a Concomitant
Medication given?

YES

12.

Weas a Non-Drug Treatment
given?

YES

13.

What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14.

Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15.

Serious Adverse Event
Number: For Pfizer Use
Only

[2020504930]

*** Confidential***
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Header Text: C4591001

Visit: Logs
Form Version: 17-Jul-2020 21:54

Site No: 1231

Subject No: 12313437

Form: MEDICATION ERROR

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Categ | Medicatio | Start | Isthemedication erro | Study Medication | Form Instan
ory n Error Date r Still Ongoing ErrorsAction ce
1 Repeating
Pages
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Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Back to Form
Medication Error
1. [Category:
2. | Medication Error (Typeof |[]
Medication Error):
3. | Start Date: Il
4. |Isthe medication error still
ongoing?
5. |Latest Action Taken with
Study Treatment:
6. | WasaConcomitant
Medication given?
7. | WasaNon-Drug Treatment
given?
8. | Did the Medication Error
cause the subject to be
discontinued from the
study?
9. | Wasthis medication error
associated with any adverse
events?
10. | Serious Adverse Event []
Number: For Pfizer Use
Only

*** Confidential***
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Header Text: C4591001

Visit: Logs

Form Version: 22-Apr-2020 21:03

Site No: 1231

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Sponsor-Defin | Category for | Concomitant Medica | Nameof M | Start | Form Instan
ed Identifier M edication tions Pre-specified edication | Date ce
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Subject No: 12313437
Generated By:

(b) (4)

Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1231

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 M edications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

M edication:

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

[]

Date:

I

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

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

Form: CONCOMITANT MEDICATIONS -

PROHIBITED

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4 Sponsor-Defi | Category for | Concomitant Medic |\/||\|:dr?fa?ifo Dose Des | Form Instan
ned Identifier | Medication | ations Pre-specified N cription ce
1. Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Back to Form
Concomitant M edications
1. | What isthe medication []
identifier?
2. | Category:
3. | Concomitant Medications
Pre-specified:
4. |Medication: []
Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).
5. | Dose: []
6. [Dose Unit:
7. | Dose Frequency:
8. |Route:
9. | Start Date: I
10. | Ongoing?
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Visit: Logs

Form: RADIATION TREATMENT

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

Subject No: 12313437

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

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# Categ | Treatment Ide | Con Non-Drug Treatments | Treatm | Start D | Form Instanc
ory ntifier Pre-specified ent ate e
1. Repeating
Pages
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Form Version: 22-Apr-2020 21:02
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Subject No: 12313437
Generated By:

(b) (4)

Form: RADIATION 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

Radiation Treatment

1

Category:

2.

What is the treatment
Identifier?

[]

Concomitant Non-drug

Treatment Pre-specified:

Treatment:

[]

Start Date:

I

Ongoing?

*** Confidential***
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Visit: Logs
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SiteNo: 1231

Subject No: 12313437

Form: TRANSFUSIONS

Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials: ---

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
# Transfusion Type Date of Transfusion Form Instance
1 Repeating Pages
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Visit: Logs - Unscheduled

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

Subject No: 12313437
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:

I
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Visit:

UNPLANNED_BOOSTER_CONTACT

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

Subject No: 12313437
Gener ated 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 /!

2. | Erroneous Visit
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Header Text: C4591001
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SiteNo: 1231

Subject No: 12313437
Generated By: (b) (4)

Form: BOOSTER DOSE TRIGGER FORM

UNPLANNED_BOOSTER_CONTACT

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

Booster Dose Trigger Form

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

*** Confidential***
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Visit: Disposition - Unscheduled

Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03  Form Status. Data Complete, Frozen, Verified
SiteNo: 1231

Subject No: 12313437
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

eCRF Audit Trail History

Treatment Unblinded

1

Date Treatment Unblinded :

Mar/22/2021

2.

Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION
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SiteNo: 1231

Subject No: 12313437
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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Vigit: Disposition - Unscheduled

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

Subject No: 12313437
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;

1

Cause of Death

2.

Cause of Death Status:

Cause of Death:

[]

Page 140 of 375

*** Confidential***
FDA-CBER-2021-5683-0874499




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

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

Subject No: 12313437

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/15/2020
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Header Text: C4591001

Vigit: Investigator Signature -
Unscheduled

Form Version: 22-Apr-2020 21:04
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: CASEBOOK SIGNATURE FORM

Form Status. Data Complete, Verified

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

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

eCRF Audit Trail History

Casebook Signature Form

1. | Casebook Signature Click Here to Enable
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Form Version: 22-Apr-2020 21:04  Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)

Audit Trall
Thisform requires signing by a member of each of the following signature groups:
e CRF_Sign
e CRF Sign 1
Name Signature Date Type Action

Meaning
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437
Generated By:

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

Item |Date User Comment
Form | Aug-23-2020 14:09:08 (UTC-03:00) | Martina Not Applicable
City of Buenos Aires Davalli
(b) (4)
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Subject No: 12313437
Generated By:

Header Text: C4591001

Visit: V4_MONTH6_L

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

Form: DATE OF VISIT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

*** Confidential***

Item |Date User Comment
Form | Mar-22-2021 15:45:52 (UTC-03:00) |®) (4. (®) () | subject recieved placebo
City of Buenos Aires
Not Applicable
Page 145 of 375

FDA-CBER-2021-5683-0874504




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: V4_MONTH6_L
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437
Generated By:

Form: DATE OF VISIT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

Item | Date User Comment
1 Mar-22-2021 15:45:52 (UTC-03:00) () (4). (0)(6) | subject recieved placebo
City of Buenos Aires
Not Applicable
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Subject No: 12313437
Generated By:

Header Text: C4591001

Visit: V4_MONTH6_L

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

Form: DATE OF VISIT - Comments
Form Status: Data Complete, Frozen, Verified
Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

*** Confidential***

Item | Date User Comment
2 Mar-22-2021 15:45:52 (UTC-03:00) () (4). (0)(6) | subject recieved placebo
City of Buenos Aires
Not Applicable
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021

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

Subject No: 12313437
Generated By:

Form: HOSPITALIZATION DETAILS - Comments

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

Item |Date User Comment
Form | Mar-08-2021 14:22:33 (UTC-03:00) | (b) (4). Not Applicable
City of Buenos Aires (b) (6)
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Subject No: 12313437
Generated By:

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: HOSPITALIZATION DETAILS - Comments

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Mar-08-2021 14:22:33 (UTC-03:00) (b) (4), Not Applicable
City of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021

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

Subject No: 12313437
Generated By:

Form: HOSPITALIZATION DETAILS - Comments

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

Item | Date User Comment
2 Mar-08-2021 14:22:33 (UTC-03:00) (b) (4), Not Applicable
City of Buenos Aires (b) (6)
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Subject No: 12313437
Generated By:

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:02
Site No: 1231

Form: HOSPITALIZATION DETAILS - Comments

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

*** Confidential***

Item | Date User Comment
3 Mar-08-2021 14:22:33 (UTC-03:00) (b) (4), Not Applicable
City of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021

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

Subject No: 12313437
Generated By:

Form: HOSPITALIZATION DETAILS - Comments

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

Mayor Dr. Cosme Argerich

(b) (4)

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

Back to Form

Item | Date User Comment
4 Mar-08-2021 14:22:33 (UTC-03:00) (b) (4), Not Applicable
City of Buenos Aires (b) (6)
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature

Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified

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

Subject No: 12313437 Subject Initials: ---

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

(b) (4)

Back to Form

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

e CRF_Sign
e CRF Sign 1
Name Signature Date Type Action
M eaning
(b) (6) N/A Mar-26-2021 14:46:02 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-22-2021 20:46:45 (UTC-03:00) | BOOK Signed
City of Buenos Aires
Affidavit:

By my dated signature below, |, (b) (6) | verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

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

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

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
(b) (6) N/A Mar-20-2021 16:48:05 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Mar-12-2021 12:11:33 (UTC-03:00) | BOOK Signed
City of Buenos Aires
Affidavit:
By my dated signature below, I, (b) (6) verify that all case report form pages accurately

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

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

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

Martina N/A Mar-06-2021 11:26:35 (UTC-03:00) Edit - All
Davalli City of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-16-2021 12:48:38 (UTC-03:00) | BOOK Signed

City of Buenos Aires
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages accurately

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

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

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

(b) (6) N/A Feb-12-2021 14:20:12 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
Vanesa Approved Jan-20-2021 18:25:43 (UTC-03:00) BOOK Signed

Fainboim City of Buenos Aires
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Dec-11-2020 13:26:27 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-02-2020 09:47:37 (UTC-03:00) | BOOK Signed

Polack City of Buenos Aires
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History
Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Affidavit:

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

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

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

(b) (6) N/A Oct-31-2020 12:35:47 (UTC-03:00) Edit - All
City of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-21-2020 20:50:43 (UTC-03:00) | BOOK Signed

City of Buenos Aires
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Header Text: C4591001

Vigit: Investigator Signature - Form: CASEBOOK SIGNATURE FORM - Signature
Unscheduled History

Form Version: 22-Apr-2020 21.04 Form Status: Data Complete, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Affidavit:
By my dated signature below, I, (b) (6) , verify that all case report form pages

accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

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

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

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)
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Site No: 1231

Generated By:
(b) (4)

Form Version: 30-Jul-2020 21:29

Subject No: 12313437

Header Text: C4591001
Visit: COHORT_SELECTION

History

Form: COHORT SELECTION - 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

Back to Form

1. Select appropriate response - Protocol version

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:00 Davalli 30 JUN 2020
(UTC-03:00) City (b) (4)
of Buenos Aires
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:00 Davalli STAGE 3 COHORT
(UTC-03:00) City (b) (4) S
of Buenos Aires
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Header Text: C4591001

Visit: COHORT_SELECTION

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Trail History

Form: MAIN INFORMED CONSENT - eCRF Audit

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 Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:06 Davalli OBTAINED
(UTC-03:00) City (b) (4) Date Written Conse
of Buenos Aires nt Obtained
Aug/23/2020
Page 160 of 375

*** Confidential***
FDA-CBER-2021-5683-0874519




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

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

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

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. Subject ID

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Item copied

12:14:34 (autocalc) | 12313437 from previous

(UTC-03:00) City form

of Buenos Aires

2. Birth Date:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Enrollment

12:14:32 (autocalc) |(b) (6) 1983 Entry

(UTC-03:00) City

of Buenos Aires

3. Sex:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

14:08:20 Davalli FEMALE

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

of Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
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Header Text: C4591001

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

Subject No: 12313437

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

(b) (4)
14:08:20 Davalli HISPANIC OR LAT
(UTC-03:00) City (b) (4) INO(A) OR OF SPA
of Buenos Aires NISH ORIGIN
5. Race: (Check X all that apply):
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:20 Davalli WHITE
(UTC-03:00) City (b) (4)
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:02

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:29 Davalli Aug/23/2020
(UTC-03:00) City (b) (4)
of 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

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

Subject No: 12313437 Subject Initials: ---

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

(b) (4)

Back to Form

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

la
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Incl 1
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N

um

ber:

Crit Maeor femal

erio e participants

n D between the ag

escr esof 18 and 5

ipti 5 years, inclus

on: ve, 65and 85
years, inclusiv
e, or 18 and 85
years, inclusiv
e, a randomiz
ation (depende
nt upon study
stage)

Crit YES

erio

nm

et?:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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

Crit INO1A00

erio

nl

D: (

For

Pfiz

eru

seo

nly)
1.aInclusion Number:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli 1
(UTC-03:00) City (b) (4)
of Buenos Aires
1.a Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina DataEntry: Initial Entry
14:08:48 Davalli Male or female parti
(UTC-03:00) City (b) (4) cipants between the
of Buenos Aires agesof 18 and 55 ye

ars, inclusive, 65 and

85 years, inclusive, o

r 18 and 85 years, in

clusive, at randomiza

tion (dependent upon
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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

study stage)
1.a Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
1.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli INO1AQO
(UTC-03:00) City (b) (4)
of Buenos Aires
1b
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Incl 2
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N

umb

er:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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

Crit Participantsw

erio hoarewilling

n De and ableto co

scri mply with all

ptio scheduled vis

n: ts, vaccination
plan, laborator
y tests, lifestyl
e consideratio
ns, and other s
tudy procedur
es

Crit YES

erio

nm

et?:

Crit INO2A00

erio

niD

(F

or P

fizer

use

only

):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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.b Inclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 2
(UTC-03:00) City (b) (4)
of Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Participants who are
(UTC-03:00) City (b) (4) willing and ableto ¢
of Buenos Aires omply with all sched

uled vigits, vaccinati

on plan, laboratory t

ests, lifestyle conside

rations, and other stu

dy procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina DataEntry: Initial Entry
14:08:48 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
1.b Criterion I1D: (For Pfizer use only)
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli INO2A00
(UTC-03:00) City (b) (4)
of Buenos Aires
1lc
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Incl 3
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N
umb
er:

Crit Healthy partic

erio ipantswho are

n D determined by

escr medical histor

iptioy, physical exa

n:  mination, and
clinical judgm
ent of theinve
stigator to be e
ligible for incl
usioninthe st
udy
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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

Site No: 1231

Subject No: 12313437

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

Crit YES

erio
nm
et?:

Crit INO3A00

erio
niD
- (F
or P
fizer
use
only

):
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Site No: 1231

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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 Incluson Number:

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 3
(UTC-03:00) City (b) (4)
of Buenos Aires
1.c Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Healthy participants
(UTC-03:00) City (b) (4) who are determined
of Buenos Aires by medical history, p

hysical examination,

and clinical judgmen

t of the investigator t

o be eligiblefor incl

usion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
1.c Criterion ID: (For Pfizer use only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli INO3AQ0O
(UTC-03:00) City (b) (4)
of Buenos Aires
1d
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Incl 4
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N
umb
er:

Crit Capable of giv

erio ing persona s

n De gned informed

scri- consent, whic

ptio hincludesco

n:  mpliance with
the requireme
nts and restrict
ionslistedint
helCD andin
this protocol

Crit YES

erio

nm

et?:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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

Crit INO4AQ0
erio
nib
(F
or P
fizer
use
only

):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 4
(UTC-03:00) City (b) (4)
of Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Capable of giving pe
(UTC-03:00) City (b) (4) rsonal signed inform
of Buenos Aires ed consent, whichin

cludes compliance w

ith the requirements

and restrictions liste

dinthelCD andint

his protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina DataEntry: Initial Entry
14:08:48 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
1.d Criterion I1D: (For Pfizer use only)
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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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli INO4A 00
(UTC-03:00) City (b) (4)
of Buenos Aires
2a
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Excl 1
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N
um
ber:

Crit Other medical
erio or psychiatric
n D conditionincl.
escr recent (within
ipti past year) or a
on: ctivesuicidal i
deation/behavi
or/lab abnorm
ality that may
increase theri
sk of study par
ticipation
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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

Crit NO

erio

nm

et?:

Crit EXO1AQ0

erio

niD

- (F

or P

fize

rus

eon

ly):
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli 1
(UTC-03:00) City (b) (4)
of Buenos Aires
2.a Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Other medical or psy
(UTC-03:00) City (b) (4) chiatric conditioninc
of Buenos Aires . recent (within past

year) or active suicid

al ideation/behavior/l
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(b) (4)

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: 12313437 Subject Initials: ---

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

ab abnormality that
may increase the risk
of study participatio

n
2.a Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.a Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX01A00
(UTC-03:00) City (b) (4)
of Buenos Aires
2b
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Excl 2
(UTC-03:00) City (b) (4) usion
of Buenos Aires Num

ber:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF

Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

Militar Central Cirujano

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

rion
Desc
ripti
on:

rion
met?

rion
ID: (
For
Pfize
r use

only)

Crite Known infect

Crite NO

Crite EX02A00

ion with hum
an immunode
ficiency virus
(HIV), hepati
tisCvirus (H
CV), or hepat
itisB virus (
HBV)
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Site No: 1231

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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:

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 2
(UTC-03:00) City (b) (4)
of Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Known infection wit
(UTC-03:00) City (b) (4) h human immunodef
of Buenos Aires iciency virus (HIV),

hepatitis C virus (HC

V), or hepatitis B vir

us (HBV)
2.b Criterion met?
Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli EX02A00
(UTC-03:00) City (b) (4)
of Buenos Aires
2.C
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Excl 3
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N
umb
er:
Crit History of sev
erio ereadversere
n De action associat
scri ed with avacc
ptio ineand/or sev
n: ereadlergicre
action (eg, ana
phylaxis) to a
ny component
of the study in
tervention(s)
Crit NO
erio
nm
et?:
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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

Crit EX03A00
erio
nib
(F
or P
fizer
use
only

):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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.c Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 3
(UTC-03:00) City (b) (4)
of Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli History of severe ad
(UTC-03:00) City (b) (4) verse reaction associ
of Buenos Aires ated with avaccine a

nd/or severe alergic

reaction (eg, anaphyl

axis) to any compon

ent of the study inter

vention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.c Criterion ID: (For Pfizer use only)
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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

(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX03A00
(UTC-03:00) City (b) (4)
of Buenos Aires
2d
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Exclus 4
(UTC-03:00) City (b) (4) on Nu
of Buenos Aires mber:

Criteri Receipt of

on Desc medication

ription: sintended
to prevent
COVID-19

Criteri NO

on met

?:

Criteri EX04A00

onID: (

For Pfi

zer use

only):
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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.d Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 4
(UTC-03:00) City (b) (4)
of Buenos Aires
2.d Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Receipt of medicatio
(UTC-03:00) City (b) (4) ns intended to preve
of Buenos Aires nt COVID-19
2.d Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.d Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX04A00
(UTC-03:00) City (b) (4)
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Site No: 1231

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

of Buenos Aires

2.e

Date

L ocation

User

Value

Reason

Aug-23-2020
14:08:48
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

Martina
Davalli
(b) (4)

DataEntry:

Excl 8

usio

n Nu

mbe

r:

Crit Immunocomp

erio romised indivi

n De dualswith kn

SCri- own or suspec

ptio ted immunode

n: ficiency, asde
termined by h
istory and/or |
aboratory/phy
sical examinat
ion

Crit NO

erio

n me
t?:

Initial Entry
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12313437

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

Crit EXO08AQ0
erio

niD

: (Fo

r Pfi

zer

use

only

):
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Site No: 1231

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:50

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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:

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 8
(UTC-03:00) City (b) (4)
of Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli | mmunocompromise
(UTC-03:00) City (b) (4) d individuals with kn
of Buenos Aires own or suspected im
munodeficiency, asd
etermined by history
and/or laboratory/ph
ysical examination
2.eCriterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.eCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

Form: INCLUSION/EXCLUSION CRITERIA - eCRF
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Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli EX08A00
(UTC-03:00) City (b) (4)
of Buenos Aires
2f
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Excl 10
(UTC-03:00) City (b) (4) usio
of Buenos Aires nN
umb
er:
Crit Bleeding diath
erio esisor conditi
n De on associated
scri - with prolonge
ptio d bleeding tha
n: twould, inthe
opinion of the
investigator, ¢
ontraindicate i
ntramuscular i
njection
Crit NO
erio
nm
et?:
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Subject No: 12313437

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

Crit EX10A00
erio
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Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 10
(UTC-03:00) City (b) (4)
of Buenos Aires
2.f Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Bleeding diathesis or
(UTC-03:00) City (b) (4) condition associated
of Buenos Aires with prolonged bleed

ing that would, in the

opinion of the investi

gator, contraindicate

intramuscular injecti

on
2.f Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.f Criterion ID: (For Pfizer use only)
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Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

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

(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX10AQ00
(UTC-03:00) City (b) (4)
of Buenos Aires
29
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Exclusio 11
(UTC-03:00) City (b) (4) n Numb
of Buenos Aires er:

Criterio Women w

n Descri ho are pre

ption: gnantorb
reastfeedi
ng

Criterio NO

n met?:
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or Pfize
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Site No: 1231

Subject No: 12313437

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

2.9 Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 11
(UTC-03:00) City (b) (4)
of Buenos Aires
2.9 Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Women who are pre
(UTC-03:00) City (b) (4) gnant or breastfeedin
of Buenos Aires g
2.g Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.g Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX11A00
(UTC-03:00) City (b) (4)
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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

of Buenos Aires

2.h

Date

L ocation

User

Value

Reason

Aug-23-2020
14:08:48

of Buenos Aires

(UTC-03:00) City

ACVOPFEINFP6000

Martina
Davalli
(b) (4)

Data Entry:
Exclus 12
on Num
ber:

Criterio Previousv

n Descr accination
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Generated By:
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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.h Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 12
(UTC-03:00) City (b) (4)
of Buenos Aires
2.h Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Previous vaccination
(UTC-03:00) City (b) (4) with any coronavirus
of Buenos Aires vaccine
2.h Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davdlli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.h Criterion 1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX12A00
(UTC-03:00) City (b) (4)
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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

of Buenos Aires

2.

Date

L ocation

User

Value

Reason

Aug-23-2020
14:08:48

of Buenos Aires

(UTC-03:00) City
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Martina
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(b) (4)

Data Entry:
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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-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 13
(UTC-03:00) City (b) (4)
of Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Subjects who receive
(UTC-03:00) City (b) (4) immunosuppressive t
of Buenos Aires herapy, such as cytot

oXic agents or syste

mic corticosteroids
2.i Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.i Criterion 1D: (For Pfizer use only)
Date L ocation User Value Reason
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Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli EX13A01
(UTC-03:00) City (b) (4)
of Buenos Aires
2
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Excl 15
(UTC-03:00) City (b) (4) usio
of Buenos Aires n N
umb
er:
Crit Receipt of blo
erio od/plasmapro
n De ducts or immu
scri noglobulin, fr
ptio om 60 days be
n: forestudy inte
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nistration or p
lanned receipt
throughout th
e study
Crit NO
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Generated Time (GMT): 29-Mar-2021 20:20
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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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)

2. Exclusion Number:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli 15
(UTC-03:00) City (b) (4)
of Buenos Aires
2.j Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Receipt of blood/pla
(UTC-03:00) City (b) (4) sma products or imm
of Buenos Aires unoglobulin, from 60

days before study int

ervention administrat

ion or planned receip

t throughout the stud

y
2.] Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2. Criterion I1D: (For Pfizer use only)
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Mayor Dr. Cosme Argerich

Subject Initials; -

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

(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX14A01
(UTC-03:00) City (b) (4)
of Buenos Aires
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Back to Form

2.k

Date

L ocation

User
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(UTC-03:00) City

ACVOPFEINFP6000

Martina
Davalli
(b) (4)

Data Entry:

Excl 16

usio

n Nu

mbe

r:
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erio inother studi

n De esinvolving

scrip study interve

tion: ntion within
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and/or during
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n me
t?:

Initial Entry
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Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site Name: (1231) Hospital Militar Central Cirujano
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 20:20
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Generated By:
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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 L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli 16
(UTC-03:00) City (b) (4)
of Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Participation in othe
(UTC-03:00) City (b) (4) r studiesinvolving s
of Buenos Aires tudy intervention wi

thin 28 days prior to

study entry and/or d

uring study participa

tion
2.k Criterion met?
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
2.k Criterion ID: (For Pfizer use only)
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Mayor Dr. Cosme Argerich

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli EX15A01
(UTC-03:00) City (b) (4)
of Buenos Aires
2.1
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davdlli Exclu 17
(UTC-03:00) City (b) (4) sion
of Buenos Aires Num
ber:
Crite Previous par
rion ticipationin
Descr other studies
iption involving st
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tion containi
ng lipid nan
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Crite NO
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met?:
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(b) (4)

2.1 Exclusion Number:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davdlli 17

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

of Buenos Aires

2.1 Criterion Description:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Previous participatio
(UTC-03:00) City (b) (4) nin other studiesin
of Buenos Aires volving study interv

ention containing lip

id nanoparticles

2.1 Criterion met?

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO

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

of Buenos Aires

2.1 Criterion I1D: (For Pfizer use only)

Date L ocation User Value Reason
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Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli EX16A01
(UTC-03:00) City (b) (4)
of Buenos Aires
2.m
Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli Exc 22
(UTC-03:00) City (b) (4) lusi
of Buenos Aires on
Nu
mbe
r:
Crit Investigator si
erio te staff or Pfiz
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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-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14.08:48 Davalli 22
(UTC-03:00) City (b) (4)
of Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:08:48 Davalli Investigator site staf
(UTC-03:00) City (b) (4) f or Pfizer employee
of Buenos Aires sdirectly involved i

n the conduct of the

study, site staff other

wise supervised by t

he investigator, and t

heir respective famil

y members
2.m Criterion met?
Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12313437

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 Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:48 Davdlli EX21A01
(UTC-03:00) City (b) (4)
of 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: 12313437

Generated By:
(b) (4)

History

Form: DISPOSITION - SCREENING - eCRF Audit Trall

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

*** Confidential***

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:58 Davalli Aug/23/2020
(UTC-03:00) City (b) (4)
of Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:08:58 (autocalc) | SCREENING
(UTC-03:00) City
of Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:08:58 Davalli COMPLETED
(UTC-03:00) City (b) (4)
of Buenos Aires

Page 211 of 375

FDA-CBER-2021-5683-0874570



090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: VITAL SIGNS - BASELINE - 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

Back to Form

1. Date:

Date Location User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:09:38 Davalli Aug/23/2020

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

of Buenos Aires

2. Weight:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:09:38 Davalli 58.3

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

of Buenos Aires

3. Unit:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:09:38 Davalli kg

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

of Buenos Aires

4. Height:

Date Location User Value Reason
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Site No: 1231

Form Version: 21-Aug-2020 02:51

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

History

Form: VITAL SIGNS - BASELINE - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:38 Davalli 160.0
(UTC-03:00) City (b) (4)
of Buenos Aires
5. Unit:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:09:38 Davdlli cm
(UTC-03:00) City (b) (4)
of Buenos Aires
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:38 (autocalc) | 22.8
(UTC-03:00) City
of Buenos Aires
7.a
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:38 Davalli Record Id 1
(UTC-03:00) City (b) (4) entifier::
of Buenos Aires Temperatu 37.0
re
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: VITAL SIGNS - BASELINE - 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

Temperatu C
re Unit:

Temperatu ORAL
reLocatio CAVIT

n:: Y

7.a Record | dentifier:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:38 Davalli 1
(UTC-03:00) City (b) (4)
of Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:38 Davalli 37.0
(UTC-03:00) City (b) (4)
of Buenos Aires
7.a Unit;
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:38 Davalli C
(UTC-03:00) City (b) (4)
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Form Version: 21-Aug-2020 02:51

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

History

Form: VITAL SIGNS - BASELINE - 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

7.a Temperature Location:

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:09:38 Davalli ORAL CAVITY
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313437

Generated By:
(b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST -
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. Lab Pandl:

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:46 (autocalc) | URINALY SIS

(UTC-03:00) City

of Buenos Aires

2. Lab Sub-Pand!:

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:09:46 (autocalc) | PREGNANCY

(UTC-03:00) City

of Buenos Aires

3. Collection Date:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:46 Davalli Aug/23/2020
(UTC-03:00) City (b) (4)
of Buenos Aires
4. Laboratory Name and Address (Derived)
Date Location | User |Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST -
eCRF Audit Trail History

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

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:46 (autocalc) | STUDY SITE

(UTC-03:00) City
of Buenos Aires

5. Specimen Type:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:46 (autocalc) | URINE

(UTC-03:00) City
of Buenos Aires

6.a
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:09:46 (autocalc) | Sponsor- 113
(UTC-03:00) City Defined |
of Buenos Aires dentifier:
Test:: Choriogon
adotropin
Beta PX11
3
Result:: NEGATIV
E
Not Done
6.a Sponsor |1D:
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: LAB URINALY SIS - PREGNANCY TEST -
eCRF Audit Trail History

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

Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:46 (autocalc) | 113
(UTC-03:00) City
of Buenos Aires

6.a Test:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:46 Davalli Choriogonadotropin

(UTC-03:00) City (b) (4) Beta PX113

of Buenos Aires

6.a Result:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:09:46 Davalli NEGATIVE

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

of Buenos Aires

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 22-Apr-2020 21:03

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

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

Subject Initials: ---

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

Back to Form

1. Randomization Date:

*** Confidential***

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:09:55 Davalli Aug/23/2020
(UTC-03:00) City (b) (4)
of Buenos Aires
2. Randomization Number:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:09:55 Davalli 62793
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313437

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 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:10:03 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:10:03 (autocalc) | SERUM

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

19:14:52 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Aug-24-2020 ACVOPFEINFP6000 | (b) (4), (0) (6) | Query 1: Opened 'Sample

02:44:53 Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

are entered.
Please review
and correct as
appropriate.

Aug-23-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

14:10:03 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:10:03 Davalli YES

(UTC-03:00) City (b) (4) Date of Collection

of Buenos Aires :

Aug/23/2020

5.a

Date L ocation User Value Reason

Aug-25-2020 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry

19:14:52 Barrera Sample D BNTN2

(UTC-03:00) City (b) (4) - 5

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

(b) (4)
Aug-25-2020 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
19:14:52 Barrera BNTN25
(UTC-03:00) City (b) (4)
of Buenos Aires
5.b
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
19:15:00 Barrera Sample D BNTN2
(UTC-03:00) City (b) (4) . 6
of Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
19:15:00 Barrera BNTN26
(UTC-03:00) City (b) (4)
of Buenos Aires
5.c
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
19:15:09 Barrera Sample D BNTN2
(UTC-03:00) City (b) (4) . 7
of 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: 12313437

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

(b) (4)
5.c Sample D
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | Romina Data Entry: Initial Entry
19:15:.09 Barrera BNTN27
(UTC-03:00) City (b) (4)
of Buenos Aires
5.d
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
16:54:37 (b) (4) Sample D BP246
(UTC-03:00) City : 2
of Buenos Aires
5.d Sample D
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
16:54.37 (b) (4) BP2462
(UTC-03:00) City
of Buenos Aires
5e
Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
16:54:43 (b) (4) Sample |D BP246
(UTC-03:00) City : 3

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

of Buenos Aires

5.eSamplelID

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry
16:54:43 (b) (4) BP2463

(UTC-03:00) City

of Buenos Aires

5f

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
16:54:48 (b) (4) Sample |D BP246

(UTC-03:00) City . 4

of Buenos Aires

5.f Sample ID

Date L ocation User Value Reason
Sep-04-2020 ACVOPFEINFP6000 |Alan Colombo | DataEntry: Initial Entry
16:54:48 (b) (4) BP2464

(UTC-03:00) City

of Buenos Aires
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(b) (4)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL

SWAB - eCRF Audit Trail History

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

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

Subject No: 12313437 Subject Initials: ---

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

Back to Form

(UTC-03:00) City
of Buenos Aires

1. Data Origin

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:10:09 (autocalc) | SITE

(UTC-03:00) City
of Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:10:09 (autocalc) | NASAL_SWAB

3. Sample Collected?

(UTC-03:00) City
of Buenos Aires

Date L ocation User Value Reason
Aug-24-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto
16:06:51 (autoquery) Query

Aug-24-2020
02:44:53
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000 | (b) (4), (0) (6) | Query 1: Opened 'Sample
Collected? is
Yes, however
no barcodes

*** Confidential***
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

SWAB - eCRF Audit Trail History

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

Mayor Dr. Cosme Argerich

Subject No: 12313437

Subject Initials; -

Form: ELECTRONIC SAMPLE TRACKING - NASAL

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

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

are entered.
Please review
and correct as
appropriate.

Aug-23-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate |'Sample

14:10:09 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:10:09 Davali YES

(UTC-03:00) City (b) (4) Date of Collection

of Buenos Aires :

Aug/23/2020

5.a

Date L ocation User Value Reason

Aug-24-2020 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry

16:06:51 Barrera Sample|D BP26D

(UTC-03:00) City (b) (4) : 5

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1_DAY1 VAX1 L

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

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aug-24-2020 ACVOPFEINFP6000 |Romina Data Entry: Initial Entry
16:06:51 Barrera BP26D5
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12313437

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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

14:10:31 Davalli NO

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

of Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:10:31 (autocalc) | BLINDED THERAPY

(UTC-03:00) City

of Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

14:10:31 (autocalc) | INJECTION

(UTC-03:00) City

of Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12313437

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: ---

(UTC-03:00) City
of Buenos Aires

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
14:10:31 Davalli Aug/23/2020 13:00
(UTC-03:00) City (b) (4)
of Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:10:31 (autocalc) | DELTOID MUSCLE

6. Body Side:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:10:31 Davalli LEFT

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

of Buenos Aires

7. Route:

Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:10:31 (autocalc) | INTRAMUSCULAR

(UTC-03:00) City

of Buenos Aires

10. Timeframe Subject Was Observed

Date Location

| User |Value Reason

*** Confidential***
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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: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:10:31 (autocalc) | THE PROTOCOL SPE
(UTC-03:00) City CIFIED OBSERVATIO
of Buenos Aires N 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-23-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
14:10:31 Davalli YES

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

of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Form Version: 06-Jul-2020 21:53

Subject No: 12313437

Header Text: C4591001
Visit: V1_DAY1 VAX1 L

History

Form: REACTOGENICITY DIARY - eCRF Audit Trall

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

*** Confidential***

Date Location User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
14:10:38 Davalli NO - REACTOGEN
(UTC-03:00) City (b) (4) ICITY E-DIARY N
of Buenos Aires OT COLLECTED F
OR THIS SUBJECT
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Header Text: C4591001

Visit: V2_VAX2 L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

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
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:26 Davalli Sep/13/2020
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12313437

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
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:00:48 Davalli Sep/13/2020
(UTC-03:00) City (b) (4)
of Buenos Aires
2.a
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:48 Davalli Record Ide 1
(UTC-03IOO) City (b) (4) ntifier::
of Buenos Aires Temperatu 36.9

re

Temperatu C

re Unit:

Temperatu ORAL

reLocatio CAVIT

n:: Y
2.a Record | dentifier:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:48 Davalli 1
(UTC-03:00) City (b) (4)
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Header Text: C4591001

Visit: V2_ VAX2 L
Form Version: 21-Aug-2020 02:51

Site No: 1231

Subject No: 12313437

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

of Buenos Aires

2.a Temperature:

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:48 Davalli 36.9
(UTC-03:00) City (b) (4)
of Buenos Aires
2.a Unit;
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:48 Davalli C
(UTC-03:00) City (b) (4)
of Buenos Aires
2.a Temperature Location:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:00:48 Davalli ORAL CAVITY
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2_ L

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

Subject No: 12313437

Generated By:
(b) (4)

Form: LAB URINALY SIS - PREGNANCY TEST -
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. Lab Pandl:

Date Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | URINALY SIS

(UTC-03:00) City

of Buenos Aires

2. Lab Sub-Pand:

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | PREGNANCY

(UTC-03:00) City

of Buenos Aires

3. Collection Date:

(UTC-03:00) City
of Buenos Aires

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:00:58 Davalli Sep/13/2020

(b) (4)

4. Laboratory Name and Address (Derived)

Date Location

| User | Value Reason
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Header Text: C4591001
Visit: V2_VAX2_ L

Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12313437

Form: LAB URINALY SIS - PREGNANCY TEST -
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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | STUDY SITE
(UTC-03:00) City
of Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | URINE
(UTC-03:00) City
of Buenos Aires
6.a
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | sponsor- 113
(UTC-03:00) City Defined |
of Buenos Aires dentifier:
Test:: Choriogon
adotropin
Beta PX11
3
Result:: NEGATIV
E
Not Done
6.a Sponsor |1D:
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Site No: 1231

Form Version: 21-Aug-2020 02:49

Subject No: 12313437

Header Text: C4591001
Visit: V2_VAX2_ L

Form: LAB URINALY SIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

*** Confidential***

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

(b) (4)
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:00:58 (autocalc) | 113
(UTC-03:00) City
of Buenos Aires
6.a Test:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:00:58 Davalli Choriogonadotropin
(UTC-03:00) City (b) (4) Beta PX113
of Buenos Aires
6.a Result:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:00:58 Davalli NEGATIVE
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001
Visit: V2_VAX2_ L

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

Subject No: 12313437

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 Location User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:01:06 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
16:01:06 (autocalc) | NASAL_SWAB

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

08:29:28 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Sep-14-2020 ACVOPFEINFP6000 | (b) (4), (0) (6) | Query 1: Opened 'Sample

03:14:36 Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Site No: 1231

Form Version: 22-Apr-2020 21:03

Subject No: 12313437

Header Text: C4591001
Visit: V2_VAX2_ L

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; -

*** Confidential***

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

are entered.
Please review
and correct as
appropriate.

Sep-13-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample

16:01:06 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

16:01:06 Davalli YES

(UTC-03:00) City (b) (4) Date of Collection

of Buenos Aires :

Sep/13/2020

5.a

Date L ocation User Value Reason

Sep-14-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

08:29:28 Sample! BP2BV

(UTC-03:00) City D: T

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V2_VAX2_ L

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

Subject No: 12313437

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

(b) (4)
Sep-14-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
08:29:28 BP2BVT

(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12313437

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. Was there a temporary delay of vaccination?

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

16:01:27 Davdlli NO

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

of Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:01:27 (autocalc) | BLINDED THERAPY

(UTC-03:00) City

of Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

16:01:27 (autocalc) | INJECTION

(UTC-03:00) City

of Buenos Aires

4. Dose Date Time:

Date L ocation User Value Reason

Sep-13-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
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Header Text: C4591001

Visit: V2_ VAX2 L
Form Version: 22-Apr-2020 21:04

Site No: 1231

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 No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
16:01:27 Davalli Sep/13/2020 14:25
(UTC-03:00) City (b) (4)
of Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:01:27 (autocalc) | DELTOID MUSCLE
(UTC-03:00) City
of Buenos Aires
6. Body Side:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:01:27 Davalli LEFT
(UTC-03:00) City (b) (4)
of Buenos Aires
7. Route:
Date L ocation User Value Reason
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:01:27 (autocalc) | INTRAMUSCULAR
(UTC-03:00) City
of Buenos Aires
10. Timeframe Subject Was Observed
Date L ocation | User | Value Reason
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Header Text: C4591001

Visit: V2 VAX2 L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04  Form Status. Data Complete, Locked, Frozen, Verified
Site No: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Sep-13-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
16:01:27 (autocalc) | THE PROTOCOL SPE
(UTC-03:00) City CIFIED OBSERVATIO
of Buenos Aires N 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-13-2020 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
16:01:27 Davalli YES

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

of Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1 POSTVAX2 L Form: DATE OF VISIT - 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: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
09:00:42 Oct/15/2020
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

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

Subject No: 12313437

Generated By:
(b) (4)

Visit: V3_ MONTH1_POSTVAX2 L 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 Location User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:01:15 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
09:01:15 (autocalc) | SERUM

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

*** Confidential***

Date L ocation User Value Reason

Oct-16-2020 ACVOPFEINFP6000 | auto query Query 1: Closed Close Auto

10:55:21 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Oct-16-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened 'Sample

09:49:13 ©®) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

are entered.
Please review
and correct as
appropriate.

Oct-16-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate | 'Sample

09:01:15 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-16-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry

09:01:15 YES

(UTC-03:00) City Date of Collection:

of Buenos Aires

Oct/15/2020

5.a

Date L ocation User Value Reason

Oct-16-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

10:55:21 (b) (6) Sample|D BPW64

(UTC-03:00) City . 2

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

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

*** Confidential***

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Oct-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:55:21 (b) (6) BPW642
(UTC-03:00) City
of Buenos Aires
5b
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |Agustin Data Entry: Initial Entry
11:40:48 Morato Samplel BLBX4
(UTC-03:00) City Cabral D: M
of Buenos Aires (b) (4)
5.b Sample D
Date Location User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |Agustin Data Entry: Initial Entry
11:40:48 Morato BLBX4M
(UTC-03:00) City Cabral
of Buenos Aires (b) (4)
5.c
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:38:13 (b) (6) Sample ID BLBX5
(UTC-03:00) City : 2
of Buenos Aires
Page 247 of 375

FDA-CBER-2021-5683-0874606




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2 L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

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

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

Subject No: 12313437

Subject Initials; -

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

(b) (4)
5.c Sample D
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
12:38:13 (b) (6) BLBX52
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: V4_MONTH6_L
Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: DATE OF VISIT - eCRF Audit Trail History
Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Mar-22-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
15:45:52 (6) Not Applicable
(UTC-03:00) City
of Buenos Aires
2. Erroneous Visit
Date L ocation User Value Reason
Mar-22-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
15:45:52 (6) Not Applicable
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313437

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

Dec-11-2020 ACVOPFEINFP6000 | auto query | Query 1: Deleted Close Auto

13:30:44 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Dec-11-2020 ACVOPFEINFP6000 | auto query | Query 2: Deleted Close Auto

13:28:27 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Dec-11-2020 ACVOPFEINFPE000 | auto query | Query 2: Candidate | Date of Visitis

13:26:25 (autoquery) completed but

(UTC-03:00) City Date of

of Buenos Aires Assessment in
the Signs and
Symptoms
formis
missing. Please
review and
update as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 |auto query | Query 1: Candidate | Date of Visitis

13:26:25 (autoquery) completed but

(UTC-03:00) City Date of

of Buenos Aires Coallectionin
both Nasal
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437

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

Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 ((t!’))) ((‘é)) Data Entry: Initial Entry

13:26:25 Dec/8/2020

(UTC-03:00) City

of Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

13:26:25 (autocalc) | COVID_A

(UTC-03:00) City

of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/08/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29  Form Status:. Data Complete, Frozen, Not Complete

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

Subject No: 12313437 Subject Initials: ---

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

(b) (4)

Back to Form

1. Date of Assessment:

Date Location User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (), Dec/8/2020

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

of Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (), Dec/7/2020

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

of Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | (b) (4), (0) (6) |Query 1: Closed Response
18:11:09 satisfies query

(UTC-03:00) City
of Buenos Aires

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Feb-12-2021 ACVOPFEINFP6000 | auto query Query 1: Answered | New
14:20:12 (autoquery) Information
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

Feb-12-2021 ACVOPFEINFPE000 || (b) (4), (b) Data Entry: New

14:20:12 ©) NO Information

(UTC-03:00) City Date of Last Sym

of Buenos Aires ptom Resolved:

Dec/16/2020

Feb-12-2021 ACVOPFEINFPE000 | (b) (4). (b) (6) | Query 1: Opened 60 days have

09:12:53 passed since

(UTC-03:00) City the Date of

of Buenos Aires First Symptom
Started and
Ongoing is
YES. Please
confirm if
symptoms are
truly ongoing.
Else, please
enter Date of
Last Symptom
Resolved.

Dec-11-2020 ACVOPFEINFPE000 |(b) (4). (b) (6) Data Entry: Initial Entry

13:28:27 YES

(UTC-03:00) City

of Buenos Aires

4.a

Date Location User Value Reason

Dec-11-2020 ACVOPFEINFP6000 ((‘t)))) ((‘é)) Data Entry: Initial Entry

13:28:27 Symptoms:  FEVE
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/08/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29  Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
(UTC-03:00) City (0) (4), R

f Buenos Aires O
0 Symptom Pre YES
sent:

4.a Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%e FEVER
(UTC-03:00) City
of Buenos Aires

4.a \Was symptom present?

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 ), YES

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

of Buenos Aires

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

4.b

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
132827 (b()4)(é Sympt NEW OR IN

(UTC-03:00) City oms. CREASED

of Buenos Aires COUGH
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

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

Sympt NO

om Pre

sent:
4.b Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (tf)‘lzé NEW OR INCREASE
(UTC-03:00) City D COUGH
of Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (tf)4)('6) NO
(UTC-03:00) City
of Buenos Aires
4.c
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
132827 (b()“%é) Symp NEW OR INC
(UTC-03:00) City toms: REASED SH
of Buenos Aires ORTNESS OF

BREATH
Page 255 of 375

FDA-CBER-2021-5683-0874614




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Symp NO
tom P
resen
t
4.c Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% NEW OR INCREASE
(UTC-03:00) City D SHORTNESS OF B
of Buenos Aires REATH
4.c Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()4%6 NO
(UTC-03:00) City
of Buenos Aires
4.d
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
13:28:27 Ry Symptoms.  CHIL
(UTC-03:00) City LS
of Buenos Aires Symptom Pre YES
sent:
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.d Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% CHILLS
(UTC-03:00) City
of Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) YES
(UTC-03:00) City
of Buenos Aires
4.e
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
132827 o 6 Sympt NEW OR IN
(UTC-03:00) City oms. CREASED
of Buenos Aires MUSCLE PA
IN

Sympt YES

om Pr

esent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

4.e Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% NEW OR INCREASE
(UTC-03:00) City D MUSCLE PAIN
of Buenos Aires
4.e Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) YES
(UTC-03:00) City
of Buenos Aires
4.f
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (6)4%6 Sympt NEW LOSS
(UTC-03:00) City oms. OF TASTE
of Buenos Aires OR SMELL

Sympt NO

om Pre

sent:
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/08/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29  Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
4.f Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% NEW LOSS OF TAS
(UTC-03:00) City TE OR SMELL
of Buenos Aires

4.f Was symptom present?

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) NO
(UTC-03:00) City
of Buenos Aires
4.9
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
132827 (tf)% Sympt NEW OR IN
(UTC-03:00) City oms. CREASED S
of Buenos Aires ORE THROA
T

Sympt NO

om Pr

esent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.9 Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% NEW OR INCREASE
(UTC-03:00) City D SORE THROAT
of Buenos Aires
4.9 Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) NO
(UTC-03:00) City
of Buenos Aires
4.h
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 o 6 Symptoms: DIARR
(UTC-03:00) City HEA
of Buenos Aires Symptom P NO
resent:
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/08/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29  Form Status: Data Complete, Frozen, Not Complete

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.h Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% DIARRHEA
(UTC-03:00) City
of Buenos Aires

4.h Was symptom present?

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) NO

(UTC-03:00) City

of Buenos Aires

4.
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 o 6 Symptoms: VOMIT
(UTC-03:00) City ING
of Buenos Aires Symptom P NO

resent:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

(b) (4)
4.i Symptoms:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()% VOMITING
(UTC-03:00) City
of Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:27 (b()“%é) NO
(UTC-03:00) City
of Buenos Aires
5a
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:59 (é)‘% Symptoms- Asthe
(UTC-03:00) City Other: nia
of Buenos Aires
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:28:59 (b(ﬁé) Asthenia
(UTC-03:00) City
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Dec/08/2020 COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29  Form Status: Data Complete, Frozen, Not Complete

*** Confidential***

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
of Buenos Aires ‘ (b) (). (b) (6) |
5b
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:29:24 (b()4 %’6) Symptoms- Arthra
(UTC-03:00) City Other: gia
of Buenos Aires
5.b Symptoms - Other Text:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:29:24 (b()426) Arthralgia
(UTC-03:00) City
of Buenos Aires
5.c
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
133145 (tf)‘% Symptoms Abdomin
(UTC-03:00) City - Other:  a pain
of Buenos Aires
Page 263 of 375

FDA-CBER-2021-5683-0874622




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:29
Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

Form Status: Data Complete, Frozen, Not Complete

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

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

5.c Symptoms - Other Text:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:31:45 (tf)tl%é Abdominal pain
(UTC-03:00) City
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:54

Form Status:

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

Subject Initials; -

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 | (b) Form Created
13:30:06 (b()“%é)
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313437

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

Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:30:06 (b()426) Dec/8/2020

(UTC-03:00) City

of Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:30:06 (b()“%é) SWABBED MATERI

(UTC-03:00) City AL

of Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:30:06 (tf)‘lzé) NASOPHARY NX

(UTC-03:00) City

of Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
13:30:06 (autocalc) | SEVERE ACUTE RES
(UTC-03:00) City P SYNDROME CORO
of Buenos Aires NAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
13:30:06 (autocalc) | SARS-COV-2 DIAGN
(UTC-03:00) City OSTIC TEST
of Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:30:06 (b()?é ATILA BIOSYSTEM
(UTC-03:00) City SIAMPCOVID-19D
of Buenos Aires ETECTION KIT
7. Test Result:
Date Location User Value Reason
Dec-11-2020 ACVOPFEINFP6000 (b) Data Entry: Initial Entry
13:30:06 (tf)4)(é) NEGATIVE
(UTC-03:00) City
of Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

Back to Form

1. Data Origin

Date Location User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:30:30 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
13:30:30 (autocalc) | NASAL_SWAB_SELF

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:30:30 (), NO

(UTC-03:00) City
of Buenos Aires

(b) (6

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

reason.

Date L ocation

| User | Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437

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

(b) (4)
Dec-11-2020 ACVOPFEINFP6000 ((‘E)))((‘é)) Data Entry: Initial Entry
13:30:30 Sample collected by te

(UTC-03:00) City
of Buenos Aires

am physician

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03
SiteNo: 1231

Subject No: 12313437

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

1. Data Origin

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:30:44 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |[autocalc |DataEntry: Initial Entry
13:30:44 (autocalc) | NASAL_SWAB

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Dec-14-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto

11:18:21 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Dec-11-2020 ACVOPFEINFP6000 | (b) (4),(b) | Query 1. Opened 'Sample

14:33:38 6) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Header Text: C4591001

Visit: POT_COVID_ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

are entered.
Please review
and correct as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 |autoquery | Query 1: Candidate |'Sample

13:30:44 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-11-2020 ACVOPFEINFP6000 |(b)(4),(b)(6) | DataEntry: Initial Entry

13:30:44 YES

(UTC-03:00) City Date of Collection:

of Buenos Aires

Dec/8/2020

5a

Date L ocation User Value Reason

Dec-14-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry

11:18:21 (b) (6) Samplel BPWS

(UTC-03:00) City D: WP

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Dec-14-2020 ACVOPFEINFPE000 |/(b) (4), Data Entry: Initial Entry
11:18:21 (0) (6) BPWSWP
(UTC-03:00) City
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

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

*** Confidential***

la
Date Location User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
133245 (tf)‘% Type of Pract SPEC
(UTC-03:00) City itioner: IALIS
of Buenos Aires T

Occurrenceo NO

f Visitsor Co

ntacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (tf)‘lzé) SPECIALIST
(UTC-03:00) City
of Buenos Aires
1.a Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (tf)‘% NO
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313437

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

1b
Date L ocation User Value Reason
Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New
10:47:26 (b) (6) Typeof EMERGE Information
(UTC-03:00) City Practiti NCY RO
of Buenos Aires oner: OM

Occurre YES

nceof V.. Number

isitsor of Visits

Contact or Cont

S acts:

2
Dec-11-2020 ACVOPFEINFP6000 |(b)(4), (b) (6) | DataEntry: Initial Entry
13:32:45 _ Typeof Pr EMER
(UTC-03:00) City actitioner: GENC
of Buenos Aires Y ROO
M

Occurrenc NO

eof Visits

or Contac

ts:
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

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:

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (tf)% EMERGENCY ROO
(UTC-03:00) City M
of Buenos Aires
1.b Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New
10:47:26 (b) (6) YES Information
(UTC-03:00) City Number of Visits o
of Buenos Aires r Contacts:
2
Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
13:32:45 NO
(UTC-03:00) City
of Buenos Aires
1.c
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
133245 (b()42;3) Typeof P PRIMAR
(UTC-03:00) City ractitione Y CARE
of Buenos Aires r: PHY SICI
AN
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313437

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

Occurren NO

ce of Visit

sor Cont

acts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()“%e) PRIMARY CARE PH
(UTC-03:00) City YSICIAN
of Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()4%6 NO
(UTC-03:00) City
of Buenos Aires
1d
Date L ocation User Value Reason
Dec-17-2020 ACVOPFEINFP6000 | Santiago Data Entry: Transcription
17.22:52 Corradetti Typeof Pr URG | Error
(UTC-03:00) (b) (4) actitioner: ENT
City of Buenos CAR
Aires E
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26
Site No: 1231

Subject No: 12313437

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

Occurren NO

ce of Visit

sor Conta

cts:
Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
13:32:45 Type of URGEN
(UTC-03:00) Practiti T CARE
City of Buenos oner:
Alres Occurr YES

enceof Numbe
Vistso r of Vis
r Cont itsorC
acts: ontacts
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313437

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.d Physician or Healthcare Professional:

Date L ocation User Value Reason

Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

13:32:45 (tf)% URGENT CARE

(UTC-03:00) City

of Buenos Aires

1.d Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Closed | Response

19:15:53 (0) (6) satisfies query

(UTC-03:00)

City of Buenos

Aires

Dec-17-2020 ACVOPFEINFP6000 |auto query Query 1: Answere | Transcription

17:22:52 (autoquery) d Error

(UTC-03:00)

City of Buenos

Aires

Dec-17-2020 ACVOPFEINFP6000 | Santiago Data Entry: Transcription

17:22:52 Corradetti NO Error

(UTC-03:00) (b) (4)

City of Buenos

Aires

Dec-17-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened | Per medical

13:50:25 (0) (6) chart, it has

(UTC-03:00) been not
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

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; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
City of Buenos necessary that
Aires subject be
assisted by the
urgent care
division.
Please, review
and modify if
necessary
Dec-11-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
13:32:45 YES
(UTC-03:00) Number of Visits
City of Buenos or Contacts:
Aires
1
le
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
133245 (tf)‘% Typeof P TELEPH
(UTC-03:00) City ractitione ONE CO
of Buenos Aires re NSULTA
TION
Occurren NO
ceof Visit
sor Cont
acts:
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12313437

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.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()% TELEPHONE CONS
(UTC-03:00) City ULTATION
of Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()“%é) NO
(UTC-03:00) City
of Buenos Aires
1f
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (é;' 26 Type of Practiti OT
(UTC-03:00) City oner: HE
of Buenos Aires R

Occurrenceof NO

Visitsor Conta

cts:
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 10-Dec-2020 02:26

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:

*** Confidential***

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()% OTHER
(UTC-03:00) City
of Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (b()“%é) NO
(UTC-03:00) City
of Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:32:45 (é)“%é YES
(UTC-03:00) City Has the subject been
of Buenos Aires in intensive care due

to potential COVID-

19 illness?

NO
Page 281 of 375

FDA-CBER-2021-5683-0874640




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001
Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020

Form Version: 22-Apr-2020 21:02 Form Status:

Form: HOSPITALIZATION DETAILS - Audit Trall

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Back to Form
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 || (b) Form Created
13:33:22 (b()“%é)
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Form: HOSPITALIZATION DETAILS - eCRF Audit
Unscheduled Visit on Dec/08/2020 Trail History

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: 12313437 Subject Initials: ---

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

(b) (4)

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
13:33:22 (autocalc) | HOSPITALIZATION S

(UTC-03:00) City TATUS

of Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:33:22 ), HOSPITAL

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

of Buenos Aires

3. Admission Date:

Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:33:22 ), Dec/10/2020

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

of Buenos Aires

4. Ongoing?
Date L ocation | User Value Reason

b) (4), (b) (6) .-
Dec-11-2020 ACVOPFEINFP6000 () (4). () (6) Data Entry: Initial Entry
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437

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

13:33:22
(UTC-03:00) City
of Buenos Aires

(b) (4, () |YES
(6)
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

Back to Form

1. Category of Clinical Event:

*** Confidential***

Date Location User Value Reason
Dec-14-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:25:02 (autocalc) | POTENTIAL COVID-
(UTC-03:00) City 19 ILLNESS
of Buenos Aires
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Jan-13-2021 ACVOPFEINFP6000 (b) (4), (b) (6) Query 2: Closed Response
19:55:51 satisfies query
(UTC-03:00)
City of Buenos
Aires
Jan-13-2021 ACVOPFEINFP6000 |auto query Query 2: Answere | Changed
16:42:07 (autoquery) d Information
(UTC-03:00)
City of Buenos
Aires
Jan-13-2021 ACVOPFEINFP6000 | Santiago Data Entry: Changed
16:42:07 Corradetti YES Information
(UTC-03:00) (b) (4) Respiratory Illne
City of Buenos ss Diagnosis:
Aires

Kidney abscess
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313437

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date of Diagnosi
S
Dec/16/2020
Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |Query 2: Opened |Clinical SAE
01:23:16 event term
(UTC-03:00) was updated
City of Buenos to Rt. kidney
Aires abscess;
please review
event term for
potential
COVID-19
ilIness
Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New
12:02:22 (0) (6) YES Information
(UTC-03:00) Respiratory Iline
City of Buenos ss Diagnosis:
Aires
Perirenal absce
Sss
Date of Diagnosi
S
Dec/16/2020
Dec-15-2020 ACVOPFEINFP6000 |’ (b) (4), (b) Query 1: Closed Response
03:59:08 (6) satisfies query
(UTC-03:00)
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:52

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
City of Buenos
Aires
Dec-14-2020 ACVOPFEINFP6000 | auto query Query 1: Answere | Initial Entry
11:25:02 (autoquery) d
(UTC-03:00)
City of Buenos
Aires
Dec-14-2020 ACVOPFEINFP6000 | Santiago Data Entry: Initial Entry
11:25:02 Corradetti YES
(UTC-03:00) (b) (4) Respiratory Iline
City of Buenos ss Diagnosis:
Aires
Pyelonephritis
Date of Diagnosi
s
Dec/10/2020
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened | DM: Please
03:16:46 complete this
(UTC-03:00) item. Thank
City of Buenos youl.
Aires
3. Toxicity Grade:
Date L ocation User Value Reason
Dec-11-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
13:44:59 (tf)% 2
(UTC-03:00) City
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313437

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
of Buenos Aires ‘ (b) (4), (b) (6) |
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
SiteNo: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING - Audit Trall

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
Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Form Created
10:51:17 (b) (6)
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437

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
Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Form Created
10:52:18 (b) (6)
(UTC-03:00) City
of Buenos Aires
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Subject No: 12313437

Generated By:
(b) (4)

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

Back to Form

1. Date of Assessment:

*** Confidential***

Date L ocation User Value Reason
Dec-12-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
10:51:17 () (6) Dec/9/2020
(UTC-03:00) City
of Buenos Aires
2. Location of Assessment:
Date L ocation User Value Reason
Dec-17-2020 ACVOPFEINFP6000 | Nicole Query 1: Closed Response
16:41:57 Zdchendler satisfies query
(UTC-03:00) City (b) (4)
of Buenos Aires
Dec-17-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | Transcription
16:00:29 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Dec-17-2020 ACVOPFEINFP6E000 || (b) (4), Data Entry: Transcription
16:00:29 (b) (6) OTHER Error
(UTC-03:00) City If other, specify:
of Buenos Aires
Abdomen

Dec-17-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per medical
13:58:37 (b) (6) chart, Location
(UTC-03:00) City of Assessment

Page 291 of 375

FDA-CBER-2021-5683-0874650




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

of Buenos Aires was
ABDOMEN.
Please, review
and modify if
necessary

Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:51:17 () (6) CHEST

(UTC-03:00) City

of Buenos Aires

3. Type of Imaging Exam:

Date L ocation User Value Reason

Dec-12-2020 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

10:51:17 (b) (6) CT SCAN

(UTC-03:00) City

of Buenos Aires

4. Assessment:

Date L ocation User Value Reason

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Deleted | New

12:00:11 (b) (6) Information

(UTC-03:00)

City of Buenos

Aires

Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New

12:00:11 (b) (6) ABNORMAL Information

(UTC-03:00) If abnormal, sp

City of Buenos ecify findings:
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aires
presence of tw
o small perire
nal abscesses
Dec-15-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Reissue |Pleasereview
03:32:08 (®) (6) d:Candidate this query once
(UTC-03:00) resultsfor CT
City of Buenos scan isavailable
Aires and entered data
for “If
abnormal,
specify
findings’, field.
Dec-14-2020 ACVOPFEINFP6000 | Santiago Query 1: Answer | CT scan find
11:34:46 Corradetti ed written findings
(UTC-03:00) (b) (4) were not
City of Buenos submitted yet,
Aires due to subject's
current
hospitalization.
Datawill be
uploaded as
soon as we get
it. Thank you.
Dec-14-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened |DM: If
03:19:53 Assessment is
(UTC-03:00) abnormal kindly
City of Buenos consider
Aires updating “1f
abnormal,
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

specify
findings’ field.
Thank you.

Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:51:17 (b) (6) ABNORMAL

(UTC-03:00)

City of Buenos

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:53

SiteNo: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Back to Form

1. Date of Assessment:
Date L ocation User Value Reason
Dec-12-2020 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry
10:52:18 (b) (6) Dec/10/2020
(UTC-03:00) City
of Buenos Aires
2. Location of Assessment:
Date Location User Value Reason
Dec-17-2020 ACVOPFEINFP6000 | Nicole Query 1: Closed Response
16:43:14 Zalchendler satisfies query
(UTC-03:00) City (b) (4)
of Buenos Aires
Dec-17-2020 ACVOPFEINFP6000 | auto query Query 1: Answered | Transcription
16:01:01 (autoquery) Error
(UTC-03:00) City
of Buenos Aires
Dec-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
16:01:01 (b) (6) OTHER Error
(UTC-03:00) City If other, specify:
of Buenos Aires
Abdomen

Dec-17-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened Per medical
14:02:13 (b) (6) chart, Location
(UTC-03:00) City of Assessment
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

of Buenos Aires was
ABDOMEN.
Please, review
and modify if
necessary

Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:52:18 () (6) CHEST

(UTC-03:00) City

of Buenos Aires

3. Type of Imaging Exam:

Date L ocation User Value Reason

Dec-12-2020 ACVOPFEINFPE000 |/ (b) (4), Data Entry: Initial Entry

10:52:18 (b) (6) ULTRASOUND

(UTC-03:00) City

of Buenos Aires

4. Assessment:

Date L ocation User Value Reason

Dec-21-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed | Response

07:20:02 satisfies query

(UTC-03:00)

City of Buenos

Aires

Dec-18-2020 ACVOPFEINFP6000 |auto query Query 1. Answer | New

12:30:30 (autoquery) ed Information

(UTC-03:00)

City of Buenos
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Aires
Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: New
12:30:30 ABNORMAL Information
(UTC-03:00) If abnormal, sp
City of Buenos ecify findings:
Aires
Presence of tw
o small perire
nal abscesses
Dec-16-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Reissue |DM1: Please
01:52:10 d:Opened respond to this
(UTC-03:00) guery once
City of Buenos information is
Aires available and
datais updated
in“If abnormal,
specify
findings’ field,
until then
kindly keep this
guery in open
status. Thank
you.
Dec-15-2020 ACVOPFEINFP6000 | Santiago Query 1: Answer | Datawill be
11:22:44 Corradetti ed availablein
(UTC-03:00) (b) (4) subject's
City of Buenos epicrisis once
Aires heis
discharged. Do
you want me to
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Header Text: C4591001

Visit: POT_COVID_ILL 1-

Unscheduled Visit on Dec/08/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12313437

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

keep the query
open until then?
It will be
probably remain
open for aweek
or more. Please
clairfy. Thank
you!

Dec-15-2020 ACVOPFEINFPE000 | (b) (4), (b) Query 1: Reissue | DM: Thanks for

05:36:18 ©6) d:Opened your response.

(UTC-03:00) Please update

City of Buenos data once

Aires available and
confirm.

Dec-14-2020 ACVOPFEINFP6000 | Santiago Query 1: Answer | USfina written

11:36:10 Corradetti ed findings were

(UTC-03:00) (b) (4) not submitted

City of Buenos yet, dueto

Aires subject's current
hospitalization.
Datawill be
uploaded as
soon as we get
it. Thank you.

Dec-14-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened |DM: If

03:20:10 Assessment is

(UTC-03:00) abnormal kindly

City of Buenos consider

Aires updating “1f
abnormal,
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Header Text: C4591001

Visit: POT_COVID ILL 1-
Unscheduled Visit on Dec/08/2020
Form Version: 06-Jul-2020 21:53
Site No: 1231

Subject No: 12313437

Form: IMAGING - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

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

specify
findings’ field.
Thank you.

Dec-12-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:52:18 (b) (6) ABNORMAL

(UTC-03:00)

City of Buenos

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12313437

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 Location User Value Reason

Mar-08-2021 ACVOPFEINFPE000 | (b) (4). (b) Query 3: Closed | Response to Has

12:24:57 (6) the subject been

(UTC-03:00) hospitalized due

City of Buenos to potentia

Aires COVID-19
ilIness?isNO,
hospitalization
form is not
required

Mar-08-2021 ACVOPFEINFPE000 | (b) (4), (b) Query 3: Opened | DM: Kindly

10:25:30 Q) review and

(UTC-03:00) complete

City of Buenos ‘Hospitalization

Aires Detaillsform' at
thisvisit. Thank
youl.

Mar-06-2021 ACVOPFEINFP6000 | auto query Query 1: Deleted | Close Auto

11:29:25 (autoquery) Query

(UTC-03:00)

City of Buenos

Aires

Mar-06-2021 ACVOPFEINFP6000 | auto query Query 2: Deleted | Close Auto

11:27:22 (autoquery) Query

(UTC-03:00)
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

City of Buenos

Aires

Mar-06-2021 ACVOPFEINFP6000 | auto query Query 2: Candidat | Date of Visitis

11:26:33 (autoquery) e completed but

(UTC-03:00) Date of

City of Buenos Assessment in

Aires the Signsand
Symptoms form
ismissing.
Please review
and update as
appropriate.

Mar-06-2021 ACVOPFEINFP6000 | auto query Query 1: Candidat | Date of Visitis

11:26:33 (autoquery) e completed but

(UTC-03:00) Date of

City of Buenos Collectionin

Aires both Nasal Swab
Self and Nasal
Swab are
missing. Please
review and
update as
appropriate.

Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

11:26:33 Davalli Mar/4/2021

(UTC-03:00) (b) (4)

City of Buenos

Aires

3. COVID-19 IlIness Visit:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

(b) (4)
Date Location User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:26:33 (autocalc) | COVID_B
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli Mar/4/2021
(UTC-03:00) City (b) (4)
of Buenos Aires
2. Date of First Symptom Started:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli Mar/3/2021
(UTC-03:00) City (b) (4)
of Buenos Aires
3. Symptoms Ongoing?
Date L ocation User Value Reason
Mar-20-2021 ACVOPFEINFP6000 || (b) (4), Data Entry: Transcription
16:48:24 o) NO Error
(UTC-03:00) City Date of Last Sym
of Buenos Aires ptom Resolved:
Mar/14/2021

Mar-20-2021 ACVOPFEINFP6000 | (b) (4, Data Entry: New
16:48:05 o) NO Information
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

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

(UTC-03:00) City
of Buenos Aires

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

Date of Last Sym
ptom Resolved:

Mar/19/2021
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
4.a
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli %/m ptoms. FEV
(UTC-03:00) City (b) (4) ER
of Buenos Aires Symptom Pr YES
esent:
4.a Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli FEVER
(UTC-03:00) City (b) (4)
of Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Mar/04/2021 COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12313437 Subject Initials: ---

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

(b) (4)

Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry

11:27:22 Davalli YES

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

of Buenos Aires

4.b
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Sympt NEW OR |
(UTC-03:00) City (b) (4) oms. NCREASE
of Buenos Aires D COUGH

Sympt YES

om Pr

esent:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.b Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NEW OR INCREAS
(UTC-03:00) City (b) (4) ED COUGH
of Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
4.c
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Sym NEW ORIN
(UTC-03:00) City (b) (4) ptom CREASED S
of Buenos Aires s HORTNESS
OF BREATH

Sym NO

ptom

Prese

nt:
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Header Text: C4591001

Visit: POT_COVID_ILL 2- Form: SIGNSAND SYMPTOMS OF POTENTIAL
Unscheduled Visit on Mar/04/2021 COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen, Not Complete

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
4.c Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NEW OR INCREAS
(UTC-03:00) City (b) (4) ED SHORTNESS O
of Buenos Aires F BREATH

4.c Was symptom present?

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davali NO

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

of Buenos Aires

4.d
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Symptoms. CHIL
(UTC-03:00) City (b) (4) LS
of Buenos Aires Symptom Pr NO

esent:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.d Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli CHILLS
(UTC-03:00) City (b) (4)
of Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
4e
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Symp NEW OR|
(UTC-03:00) City (b) (4) toms. NCREASE
of Buenos Aires D MUSCLE
PAIN

Symp NO

tom P

resent
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

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

4.e Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NEW OR INCREAS
(UTC-03:00) City (b) (4) ED MUSCLE PAIN
of Buenos Aires
4.e Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
4.f
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Sympt NEW LOSS
(UTC-03:00) City (b) (4) oms. OF TASTE
of Buenos Aires OR SMELL

Sympt NO

om Pr

esent:

Page 309 of 375

FDA-CBER-2021-5683-0874668




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.f Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NEW LOSS OF TA
(UTC-03:00) City (b) (4) STE OR SMELL
of Buenos Aires
4.f Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
4.9
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Symp NEW OR|
(UTC-03:00) City (b) (4) toms: NCREASE
of Buenos Aires D SORE TH
ROAT

Symp YES

tom P

resent
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.9 Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli NEW OR INCREAS
(UTC-03:00) City (b) (4) ED SORE THROAT
of Buenos Aires
4.9 Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli YES
(UTC-03:00) City (b) (4)
of Buenos Aires
4.h
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Symptoms DIARR
(UTC-03:00) City (b) (4) . HEA
of Buenos Aires Symptom NO
Present:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
4.h Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli DIARRHEA
(UTC-03:00) City (b) (4)
of Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
4.
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli Symptoms VOMI
(UTC-03:00) City (b) (4) . TING
of Buenos Aires Symptom NO
Present:
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:17

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

Form Status: Data Complete, Frozen, Not Complete

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

Subject Initials; -

*** Confidential***

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

(b) (4)
4.i Symptoms:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:27:22 Davalli VOMITING
(UTC-03:00) City (b) (4)
of Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:27:22 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54
SiteNo: 1231

Subject No: 12313437

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-06-2021 ACVOPFEINFP6000 | Martina Form Created
11:28:55 Davalli
(UTC-03:00) City (b) (4)
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54

Form Status:

Form: MICROBIOLOGY SPECIMEN - Audit Trail

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

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

Back to Form

(UTC-03:00) City
of Buenos Aires

Date L ocation User Value Reason
Mar-09-2021 ACVOPFEINFP6000 | Adolfo Gonzalez | Form Created
10:17:34 (b) (4)

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313437

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
Mar-09-2021 ACVOPFEINFP6000 |Adolfo Gonzalez |Data Entry: Transcription
10:17:02 (b) (4) Mar/3/2021 Error
(UTC-03:00)
City of Buenos
Aires
Mar-08-2021 ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Transcription
13:45:51 ) Mar/4/2021 Error
(UTC-03:00)
City of Buenos
Aires
Mar-06-2021 ACVOPFEINFP6000 | MartinaDavalli Data Entry: Initial Entry
11:28:55 (b) (4) Mar/3/2021
(UTC-03:00)
City of Buenos
Aires
2. Specimen Type:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:28:55 Davalli SWABBED MATER
(UTC-03:00) City (b) (4) IAL
of Buenos Aires
3. Specimen Collection Location:
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Header Text: C4591001

Visit: POT_COVID_ILL 2- Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Unscheduled Visit on Mar/04/2021 Trail History

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: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:28:55 Davali NASOPHARY NX
(UTC-03:00) City (b) (4)
of Buenos Aires

4. Assay Code and Description:

*** Confidential***

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:28:55 (autocalc) | SEVERE ACUTE RES
(UTC-03:00) City P SYNDROME CORO
of Buenos Aires NAVIRUS 2
5. Device Type:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:28:55 (autocalc) | SARS-COV-2 DIAGN
(UTC-03:00) City OSTIC TEST
of Buenos Aires
6. Trade Name:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:28:55 Davali OTHER
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12313437

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

7. Test Result:

Date L ocation User Value Reason

Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

11:28:55 Davalli POSITIVE

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

of Buenos Aires

9. Trade Name Other, Specify:

Date L ocation User Value Reason

Mar-09-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed | Response

14:46:41 satisfies query

(UTC-03:00)

City of Buenos

Aires

Mar-09-2021 ACVOPFEINFPE000 |Adolfo Gonzalez | Query 1: Answer | Changed data

10:19:51 (b) (4) ed per query

(UTC-03:00)

City of Buenos

Aires

Mar-08-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened | According to

17:08:08 EMR, the

(UTC-03:00) swab taken on

City of Buenos AMar21 was

Aires using "Atila
Biosystems
IAMP
Covid-19
Detection
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313437

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; -

*** Confidential***

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

Kit". Please
verify.

Mar-06-2021 ACVOPFEINFP6000 |MartinaDavalli Data Entry: Initial Entry

11:28:55 (b) (4) NALT unknown

(UTC-03:00)

City of Buenos

Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12313437

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
Mar-09-2021 ACVOPFEINFP6000 |Adolfo Gonzalez |Data Entry: Initial Entry
10:17:34 (b) (4) Mar/4/2021
(UTC-03:00)
City of Buenos
Aires
2. Specimen Type:
Date Location User Value Reason
Mar-09-2021 ACVOPFEINFP6000 |Adolfo Gonzalez |Data Entry: Initial Entry
10:17:34 (b) (4) SWABBED MAT
(UTC-03:00) ERIAL
City of Buenos
Aires
3. Specimen Collection Location:
Date Location User Value Reason
Mar-09-2021 ACVOPFEINFP6000 | Adolfo Gonzalez | Data Entry: Initial Entry
10:17:34 (b) (4) NASOPHARYNX
(UTC-03:00)
City of Buenos
Aires
4. Assay Code and Description:
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Site No: 1231

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54

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; -

*** Confidential***

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

(b) (4)
Date Location User Value Reason
Mar-09-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:17:34 (autocalc) | SEVERE ACUTE RES
(UTC-03:00) City P SYNDROME CORO
of Buenos Aires NAVIRUS 2
5. Device Type:
Date Location User Value Reason
Mar-09-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
10:17:34 (autocalc) | SARS-COV-2 DIAGN
(UTC-03:00) City OSTIC TEST
of Buenos Aires
6. Trade Name:
Date Location User Value Reason
Mar-09-2021 ACVOPFEINFP6000 |Adolfo Gonzalez | Data Entry: Initial Entry
10:17:34 (b) (4) ATILA BIOSY ST
(UTC-03:00) EMSIAMP COVI
City of Buenos D-19 DETECTIO
Aires N KIT
7. Test Result:
Date L ocation User Value Reason
Mar-09-2021 ACVOPFEINFP6000 |Adolfo Gonzalez | Data Entry: Initial Entry
10:17:34 (b) (4) POSITIVE
(UTC-03:00)
City of Buenos
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12313437

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

Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
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

Back to Form

(UTC-03:00) City
of Buenos Aires

(b) (4)

1. Data Origin

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:29:12 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date Location User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
11:29:12 (autocalc) | NASAL_SWAB_SELF

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:12 Davalli NO

reason.

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

Date

Location

User

Value

Reason

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:12 Davalli sample collected by t
(UTC-03:00) City (b) (4) eam physician
of Buenos Aires
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(b) (4)

Header Text: C4591001

Visit: POT_COVID_ILL 2- Form: ELECTRONIC SAMPLE TRACKING - NASAL
Unscheduled Visit on Mar/04/2021 SWAB - eCRF Audit Trail History

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

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

Subject No: 12313437 Subject Initials: ---

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

Back to Form

(UTC-03:00) City
of Buenos Aires

1. Data Origin

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
11:29:25 (autocalc) | SITE

(UTC-03:00) City
of Buenos Aires

2. Sample Type

Date Location User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
11:29:25 (autocalc) | NASAL_SWAB

3. Sample Collected?

(UTC-03:00) City
of Buenos Aires

Date L ocation User Value Reason
Mar-08-2021 ACVOPFEINFP6000 |auto query Query 1: Closed Close Auto
11:07:19 (autoquery) Query

*** Confidential***

Mar-08-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened 'Sample

08:44:35 ®) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

are entered.
Please review
and correct as
appropriate.

Mar-06-2021 ACVOPFEINFP6000 |auto query Query 1: Candidate |'Sample

11:29:25 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry

11:29:25 Davalli YES

(UTC-03:00) City (b) (4) Date of Collection

of Buenos Aires :

Mar/4/2021

5.a

Date Location User Value Reason

Mar-08-2021 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry

11:07:19 (b) (4) Samplel BR22X

(UTC-03:00) City D: X

of Buenos Aires

5.a Sample D

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:03
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Mar-08-2021 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
11:07:19 (b) (4) BR22XX
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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 Location User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli Type of Prac SPEC
(UTC-03:00) City (b) (4) titioner: IALI
of Buenos Aires ST

Occurrence NO

of Visitsor

Contacts:
1.a Physician or Healthcare Professional:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli SPECIALIST
(UTC-03:00) City (b) (4)
of Buenos Aires
1.a Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davali NO
(UTC-03:00) City (b) (4)
of Buenos Aires
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Site No: 1231

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Subject No: 12313437

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; -

*** Confidential***

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
1b
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 _ Davalli Typeof EMERGE
(UTC-03:00) City (b) 4) Practitio NCY RO
of Buenos Aires ner: oM
Occurre YES
nceof Vi Number
sitsor C of Visits
ontacts:. or Conta
cts:
1
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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.b Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli EMERGENCY RO
(UTC-03:00) City (b) (4) OoM
of Buenos Aires
1.b Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davali YES
(UTC-03:00) City (b) (4) Number of Misits or
of Buenos Aires Contacts:
1
1lc
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli Type of P PRIMAR
(UTC-03:00) City (b) (4) ractition Y CARE
of Buenos Aires er: PHYSIC
IAN

Occurre NO

nce of Vi

sitsor Co

ntacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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.c Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli PRIMARY CAREP
(UTC-03:00) City (b) (4) HYSICIAN
of Buenos Aires
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davali NO
(UTC-03:00) City (b) (4)
of Buenos Aires
1d
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli Type of Pra URGE
(UTC-03:00) City (b) (4) ctitioner: NTC
of Buenos Aires ARE

Occurrence NO

of Visitsor

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli URGENT CARE
(UTC-03:00) City (b) (4)
of Buenos Aires
1.d Occurrence of Visits or Contacts;
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davali NO
(UTC-03:00) City (b) (4)
of Buenos Aires
le
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli Type of P TELEPH
(UTC-03:00) City () (4) ractition ONE CO
of Buenos Aires er: NSULTA
TION

Occurre NO

nce of Vi

sitsor Co

ntacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli TELEPHONE CON
(UTC-03:00) City (b) (4) SULTATION
of Buenos Aires
1.e Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davali NO
(UTC-03:00) City (b) (4)
of Buenos Aires
1f
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli Typeof Practi OT
(UTC-03:00) City (b) (4) tioner: HE
of Buenos Aires R

Occurrenceof NO

Visitsor Cont

acts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 20-Feb-2021 02:19

Site No: 1231

Subject No: 12313437

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
Mar-06-2021 ACVOPFEINFP6000 |Martina Data Entry: Initial Entry
11:29:44 Davalli OTHER
(UTC-03:00) City (b) (4)
of Buenos Aires
1.f Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davali NO
(UTC-03:00) City (b) (4)
of Buenos Aires
3. Has the subject been hospitalized due to potential COVID-19 illness?
Date L ocation User Value Reason
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:29:44 Davalli NO
(UTC-03:00) City (b) (4)
of Buenos Aires
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:02

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

Back to Form

1. Hospitalization Category:

*** Confidential***

Date Location User Value Reason

Mar-08-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:22:33 ) (6) Not Applicable

(UTC-03:00) City

of Buenos Aires

2. Hospitalization Term:

Date L ocation User Value Reason

Mar-08-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

14:22:33 (0)46) Not Applicable

(UTC-03:00) City

of Buenos Aires

3. Admission Date:

Date L ocation User Value Reason

Mar-08-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

14:22:33 (®) (6) Not Applicable

(UTC-03:00) City

of Buenos Aires

4. Ongoing?

Date Location User Value Reason
Page 335 of 375

FDA-CBER-2021-5683-0874694




090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 22-Apr-2020 21:02
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Mar-08-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:22:33 (b)y(6) Not Applicable
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID _ILL 2 -

Unscheduled Visit on Mar/04/2021

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313437

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

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Mar-06-2021 ACVOPFEINFP6000 | auto calc |Data Entry: Initial Entry

11:30:15 (autocalc) | POTENTIAL COVID-

(UTC-03:00) City 19 ILLNESS

of Buenos Aires

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

Date Location User Value Reason

Mar-08-2021 ACVOPFEINFP6000 | (b)(4), Query 1: Closed Response

15:42:54 (b) (6) satisfies query

(UTC-03:00) City

of Buenos Aires

Mar-08-2021 ACVOPFEINFP6000 | (b)(4), (b) Query 1: Answered | The Local

13:48:29 ©) positive

(UTC-03:00) City COVID-19 test

of Buenos Aires was on
04MAR2021
(according to
the certificate
sent by the
volunteer).
Thank you

Mar-08-2021 ACVOPFEINFP6000 | (b)(4), Query 1: Opened CLIQUERY:

12:24:42 (b) (6) COVID-19
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Header Text: C4591001

Visit: POT_COVID_ILL 2-

Unscheduled Visit on Mar/04/2021

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
(UTC-03:00) City (b) (4), (b) (6) Date of
of Buenos Aires Diagnosisis
04Mar2021
however Local
positive
COVID-19 test
date was
03Mar2021.
Date of
Diagnosis
should match
positive test
date in Local
or Central.
Please update
or clarify.
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:30:15 Davalli YES
(UTC-03:00) City (b) (4) Respiratory Ilines
of Buenos Aires sDiagnosis:
COVID-19illne
Ss
Date of Diagnosis
Mar/4/2021
3. Toxicity Grade:
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 2-
Unscheduled Visit on Mar/04/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12313437

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 By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Mar-06-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
11:30:15 Davalli 2
(UTC-03:00) City (b) (4)
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID _CONVA 1 - Form: DATE OF VISIT - ILLNESS CONVALESCENT -
Unscheduled Visit on Mar/26/2021 eCRF Audit Trail History

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

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Mar-26-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:46:01 OGN Mar/26/2021
(UTC-03:00) City
of Buenos Aires
3. COVID-19 IlIness Visit:
Date L ocation User Value Reason
Mar-26-2021 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
14:46:01 ) (6) COVID A1l
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Mar/26/2021

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

Subject No: 12313437

Generated By:
(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - 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. Data Origin

Date L ocation User Value Reason
Mar-26-2021 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:46:11 (autocalc) | SITE

(UTC-03:00) City

of Buenos Aires

2. Sample Type

Date Location User Value Reason
Mar-26-2021 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:46:11 (autocalc) | SERUM

(UTC-03:00) City

of Buenos Aires

3. Sample Collected?

*** Confidential***

Date L ocation User Value Reason

Mar-29-2021 ACVOPFEINFP6000 |auto query Query 1: Deleted Close Auto

09:54:26 (autoquery) Query

(UTC-03:00) City

of Buenos Aires

Mar-26-2021 ACVOPFEINFP6000 |auto query Query 1: Candidate |'Sample

14:46:11 (autoquery) Collected? is

(UTC-03:00) City Yes, however

of Buenos Aires no barcodes
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Form: ELECTRONIC SAMPLE TRACKING -
Unscheduled Visit on Mar/26/2021 IMMUNOGENICITY - 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: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
are entered.
Please review
and correct as
appropriate.
Mar-26-2021 ACVOPFEINFP6000 || (b) (4). Data Entry: Initial Entry
14:46:11 (b) (6) YES
(UTC-03:00) City Date of Collection:
of Buenos Aires
Mar/26/2021
5a
Date L ocation User Value Reason
Mar-29-2021 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
09:54:26 (b) (4) Samplel BPW7V
(UTC-03:00) City D: 8
of Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Mar-29-2021 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
09:54:26 (b) (4) BPW7V8
(UTC-03:00) City
of Buenos Aires
5b
Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID CONVA 1 -
Unscheduled Visit on Mar/26/2021

Form Version: 22-Apr-2020 21:03

Site No: 1231

Subject No: 12313437

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

Form Status: Data Complete, Verified

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

Subject Initials; -

*** Confidential***

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

(b) (4)
Mar-29-2021 ACVOPFEINFPE000 |/(b) (4), (b) (6) Data Entry: Initial Entry
10:15:52 Samplel BRYZM
(UTC-03:00) City D: S
of Buenos Aires
5.b Sample ID
Date L ocation User Value Reason
Mar-29-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
10:15:52 BRYZMS
(UTC-03:00) City
of Buenos Aires
5.c
Date L ocation User Value Reason
Mar-29-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
10:23:32 © Sample! BRYZM
(UTC-03:00) City D: D
of Buenos Aires
5.c SampleID
Date L ocation User Value Reason
Mar-29-2021 ACVOPFEINFPE000 | (b) (4). (b) Data Entry: Initial Entry
10:23:32 © BRYZMD
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12313437

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |(b) (4). (b)(6) | Data Entry: Initial Entry
09:01:51 Oct/15/2020
(UTC-03:00) City
of Buenos Aires
2. Phase of Disposition:
Date Location User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:01:51 (autocalc) | VACCINATION
(UTC-03:00) City
of Buenos Aires
3. Status:
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: Initial Entry
09:01:51 COMPLETED
(UTC-03:00) City
of Buenos Aires
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Unscheduled

SiteNo: 1231

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21:02

Subject No: 12313437

Header Text: C4591001
Visit: Potential ReVax Initial Contact - Form: DATE OF VISIT - eCRF Audit Trail History

Form Status: Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Back to Form

1. Date of Visit

*** Confidential***

Date L ocation User Value Reason
Mar-22-2021 ACVOPFEINFPE000 (' (b)(4),(b) |DataEntry: Initial Entry
15:44:52 6) Mar/22/2021
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Vigit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Unscheduled

Form Version: 10-Dec-2020 02:25

Site No: 1231

Subject No: 12313437

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

Date

Location

User

Value

Reason

Mar-22-2021
15:45:03
(UTC-03:00) City
of Buenos Aires

ACVOPFEINFP6000

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

Data Entry:
Participant iswilling t

o return for Vaccinati
on3
Participant is:

eligible per other p

rotocol allowance(
s) and confirmed t
0 havereceived on
ly placebo at Vacci
nation 1/2

Initial Entry
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001
Visit: Logs - Unscheduled
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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFP6000 | (b) Form Created
18:33:41 (tf)“%é)
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02  Form Status:

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

Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20

(b) (4)
Back to Form
Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFP6000 | (b) (4), Form Created
17:39:39 (b) (6)
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled
History

Form Version: 22-Apr-2020 21:02

SiteNo: 1231
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---

Generated By:
(b) (4)

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

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

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

Back to Form

1. Category:

Date L ocation User Value Reason

Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:33:41 (autocalc) | ADVERSE EVENT

(UTC-03:00) City

of Buenos Aires

2. AE ID:

Date L ocation User Value Reason

Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

18:33:41 (autocalc) |1

(UTC-03:00) City

of Buenos Aires

3. Adverse Event:

(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

18:33:41 (b()4)(é) Pityriasis rosea

(UTC-03:00) City

of Buenos Aires

4. Start Date Time:

Date L ocation | User |Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 (é)“%é) Sep/29/2020 20:00
(UTC-03:00) City
of Buenos Aires
5. Isthe adverse event still ongoing?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: New
12:35:47 (6) NO Information
(UTC-03:00) End Date Time
City of Buenos :
Aires
Oct/28/2020
12:00
Oct-26-2020 ACVOPFEINFPE000 || (b) (4), (b) Query 1: Closed | Response
15:28:44 (6) satisfies query
(UTC-03:00)
City of Buenos
Aires
Oct-26-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Answe |aconsultation
14:53:44 (®) (6) red with a
(UTC-03:00) dermatologist is
City of Buenos pending to
Aires evauate this
event
Oct-23-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opene | CLINQUERY:
13:22:59 ©) d please clarify if
(UTC-03:00) this event has
City of Buenos resolved. If so,
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Header Text: C4591001
Visit: Logs - Unscheduled

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Site No: 1231

Form Version: 22-Apr-2020 21:02

Subject No: 12313437

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

(UTC-03:00) City
of Buenos Aires

(b) (6

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

(b) (4)
Aires please provide

the stop date.

Oct-16-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
18:33:41 YES
(UTC-03:00)
City of Buenos
Aires
6. Toxicity Grade:
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 ), 2

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).

*** Confidential***

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 (b()% NO
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

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

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
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 (b()%) NO
(UTC-03:00) City
of Buenos Aires
9. Isthisevent related to study treatment:
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
18:33:41 (tf)‘%) NOT RELATED
(UTC-03:00) City If Not Related to stud
of Buenos Aires y treatment(s), thise
vent is due to:
OTHER
If Other, specify:
Unknown cause
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 (tf)%) NOT APPLICABLE
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

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

11. Was a Concomitant Medication given?

Date L ocation User Value Reason

Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry

18:33:41 (tf)% YES

(UTC-03:00) City

of Buenos Aires

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason

Oct-21-2020 ACVOPFEINFPG000 |®®.®)® Query 1: Closed verified correct

11:33:35 by site

(UTC-03:00) City

of Buenos Aires

Oct-20-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: New

17:35:59 (b) (6) NO Information

(UTC-03:00) City

of Buenos Aires

Oct-20-2020 ACVOPFEINFP6000 |®®:®)® Query 1: Answered | Original value

11:57:15 is correct

(UTC-03:00) City

of Buenos Aires

Oct-19-2020 ACVOPFEINFP6000 |®®.-®®) Query 1: Opened | Please verify,

19:06:30 as per medical

(UTC-03:00) City records dated

of Buenos Aires 19-Oct-2020,
subject did not
require
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
non-drug
treatment.
Thank you!
Oct-16-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Data Entry: Initial Entry
18:33:41 YES
(UTC-03:00) City
of Buenos Aires
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 |auto query Query 1: Close | Close Auto Query
12:36:03 (autoquery) |d
(UTC-03:00)
City of Buenos
Aires
Oct-31-2020 ACVOPFEINFP6000 |(b) @), () (€) |DataEntry: New Information
12:36:03 RECOVERED
(UTC-03:00) /RESOLVED
City of Buenos
Aires
Oct-31-2020 ACVOPFEINFP6000 |autoquery |[Query 1: Open | For AE Pityriasis
12:35:47 (autoquery) |ed rosea. Response to
(UTC-03:00) "What was the
City of Buenos outcome of this
Aires adverse event?' is
'Recovering/Resolving'
but AE End Date/Time
IS present.
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Site No: 1231

Form Version: 22-Apr-2020 21:02

Subject No: 12313437

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; -

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

Oct-16-2020 ACVOPFEINFP6000 ((b) (4), (b) (6) | Data Entry: Initial Entry

18:33:41 RECOVERIN

(UTC-03:00) G/RESOLVIN

City of Buenos G

Aires

14. Did the adverse event cause the subject to be discontinued from the study?

*** Confidential***

Date L ocation User Value Reason
Oct-16-2020 ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
18:33:41 (b()% NO
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trail

Form Status. Data Complete, Not 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. Category:
Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:39 (autocalc) | ADVERSE EVENT
(UTC-03:00) City
of Buenos Aires
2.AE ID:
Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
17:39:39 (autocalc) |2
(UTC-03:00) City
of Buenos Aires
3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)
Date L ocation User Value Reason
Jan-05-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) | Data Entry: New
11:32:53 Right kidney abscess | Information
(UTC-03:00) City
of Buenos Aires
Dec-18-2020 ACVOPFEINFP6000 |®®@:®®) Data Entry: Initial Entry
17:39:39 Perirenal abscess
(UTC-03:00) City
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

of Buenos Aires

4. Start Date Time:

Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFPG000 |®@:®)® Data Entry: Initial Entry
17:39:39 Dec/7/2020 18:00
(UTC-03:00) City
of Buenos Aires
5. Isthe adverse event still ongoing?
Date Location User Value Reason
Mar-24-2021 ACVOPFEINFP6000 |®@.®© Query 2: Closed Query closed;
12:29:46 will follow for
(UTC-03:00) City requested end
of Buenos Aires date update for
SAE.
Mar-24-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Answered | An update was
12:25:44 sent on
(UTC-03:00) City 2AMAR, the
of Buenos Aires SAE s
ongoing.
Mar-24-2021 ACVOPFEINFP6000 |@ @ ®)® Query 2: Reissued: | Clinical -
12:08:01 Opened Thank you. as
(UTC-03:00) City End date has
of Buenos Aires not occurred,
please send a
SAE update
removing the
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
end date.
Please close
this query
ASAP.
Mar-24-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 2: Answered | SAE end date
11:52:18 iSNONE. This
(UTC-03:00) City information is
of Buenos Aires correct.
Mar-23-2021 ACVOPFEINFP6000 |®@@.®® Query 2: Opened Clinica - SAE
21:12:23 End dateis
(UTC-03:00) City NONE;
of Buenos Aires however, SAE
report end date
is18Mar21.
Please review,
harmonize
reporting and
update where
applicable.
Jan-22-2021 ACVOPFEINFP6000 |®@.®© Query 1: Closed Response
18:18:21 satisfies query
(UTC-03:00) City
of Buenos Aires
Jan-15-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answered | The patient is
12:56:21 still'in
(UTC-03:00) City follow-up for
of Buenos Aires infectology
and is till
considered in
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

recovery

Jan-13-2021 ACVOPFEINFP6E000 |®@@.®)® Query 1: Opened Clinical SAE

01:14:08 report states

(UTC-03:00) City Renal abscess

of Buenos Aires drainage
occurred on
16Dec20;
please review
for possible
event End
date. If
appropriate,
update end
datein AE and
SAE.

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

17:39:39 YES

(UTC-03:00) City

of Buenos Aires

6. Toxicity Grade:

Date L ocation User Value Reason

Dec-18-2020 ACVOPFEINFP6000 |®®.®® Data Entry: Initial Entry

17:39:39 2

(UTC-03:00) City

of Buenos Aires

7. 1sthe adverse event serious?
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

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

Jan-13-2021 ACVOPFEINFP6000 |®@.®)® Query 3: Closed Response

01:14:40 satisfies query

(UTC-03:00)

City of Buenos

Aires

Dec-28-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Answere | SAE follow up

12:11:19 d form was sent

(UTC-03:00) on 23DEC

City of Buenos

Aires

Dec-27-2020 ACVOPFEINFP6000 |®@:®© Query 3: Reissued | Clinical —

13:29:48 :Opened Thank you. If

(UTC-03:00) NO hospital

City of Buenos COVID test was

Aires performed is
known, please
submit this
information on
afollow-up
SAE form, as
pertinent
information for
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12313437

Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
Form Status. Data Complete, Not Complete

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

Subject Initials; -

Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
thistrial.
Dec-25-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 3: Answere | | clarify that
20:17:06 d during
(UTC-03:00) hospitalization
City of Buenos COVID test was
Aires not performed.
Dec-23-2020 ACVOPFEINFP6000 |®@.®)© Query 2: Closed | see next query
21:29:14 (separate)
(UTC-03:00)
City of Buenos
Aires
Dec-23-2020 ACVOPFEINFP6000 |®@:®)®© Query 3: Opened | Clinical Thank
21:28:08 you; however
(UTC-03:00) the 08DEC20
City of Buenos COVID test was
Aires the outpatient
test for COVID
IlIness visit, and
is recorded
there. Please
submit aSAE
followup stating
if anew COVID
test wasdonein
Hosp
(YES/NO), with
date & result if
YES.
Dec-23-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) Query 2: Answere | SAE follow up

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

14:03:39 () (4), (b) (6) d form was sent

(UTC-03:00)

City of Buenos

Aires

Dec-22-2020 ACVOPFEINFP6000 | ® @ ®)© Query 2: Opened | Clinical COVID

19:56:51 test status

(UTC-03:00) (yes/no) during

City of Buenos Hospitalization

Aires was not
reported in the
SAE. Please
submit a
follow-up SAE
form
[#2020504930]
to document if
COVID testing
was performed
(YES/NO or
info not
available) and if
yes, the date
and results.

Dec-22-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted | Close Auto

08:04:17 (autoquery) Query

(UTC-03:00)

City of Buenos

Aires

Dec-18-2020 ACVOPFEINFP6000 | auto query Query 1: Candidat | For AE

17:39:39 (autoquery) e Perirenal
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

(UTC-03:00) abscess:

City of Buenos Responseto "Is

Aires the adverse
event serious?’
is'Yes but
"Serious
Adverse Event
Number” is
blank.

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

17:39:39 YES

(UTC-03:00) Isthis serious ev

City of Buenos
Aires

ent associated wi
th congenital an

omaly or birthd

efect?

NO
Did this serious
event result in d
eath?

NO
Did this serious
event require or
prolong hospitali

zation?

YES
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

Generated By:
(b) (4)

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

Did this serious

event result in p

ersistent or signi
ficant disability/i
ncapacity?

NO

Isthis serious ev
ent life threateni
ng?

NO
Other medically
Important seriou

S event

NO

8. Isthis adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date L ocation User Value Reason

Dec-18-2020 ACVOPFEINFP6000 |®@:®® Data Entry: Initial Entry

17:39:39 NO

(UTC-03:00) City

of Buenos Aires

9. Isthis event related to study treatment:

Date L ocation | User |Value Reason
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
Dec-18-2020 ACVOPFEINFP6000 |®@:-®© Data Entry: Initial Entry
17:39:39 NOT RELATED
(UTC-03:00) City If Not Related to stu
of Buenos Aires dy treatment(s), this
event is dueto:
OTHER
If Other, specify:
unknown
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFPG000 |®@:-®)® Data Entry: Initial Entry
17:39:39 NOT APPLICABLE
(UTC-03:00) City
of Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-18-2020 ACVOPFEINFP6000 |®®.®® Data Entry: Initial Entry
17:39:39 YES
(UTC-03:00) City
of Buenos Aires
12. Was a Non-Drug Treatment given?
Date L ocation User Value Reason
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |[Query 1: Closed Response

19:55:03 satisfies query

(UTC-03:00)

City of Buenos

Aires

Jan-13-2021 ACVOPFEINFP6000 | auto query Query 1. Answere | New

16:43:07 (autoquery) d Information

(UTC-03:00)

City of Buenos

Aires

Jan-13-2021 ACVOPFEINFP6000 | Santiago Data Entry: New

16:43:07 Corradetti YES Information

(UTC-03:00) (b) (4)

City of Buenos

Aires

Jan-13-2021 ACVOPFEINFP6000 |(b) (4), (b) (6) |[Query 1: Opened |Clinical

01:12:26 Non-drug

(UTC-03:00) treatment for

City of Buenos event isNo;

Aires however, SAE
reports CT
guided
puncture and
drainage of
Rt. rend
abscesses.
Please review
Non-drug
treatment, and
update as
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Form Version:
Site No: 1231

Subject No: 12313437

Header Text: C4591001
Visit: Logs - Unscheduled

History
22-Apr-2020 21:02 Form Status. Data Complete, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich
Subject Initials: ---

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

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

(b) (4)

required

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry
17:39:39 NO
(UTC-03:00)
City of Buenos
Aires
13. What was the outcome of this adverse event?:
Date Location User Value | Reason
Mar-25-2021 | ACVOPFEINFP6000 | (®) (4), (b) (6) Query | SDB outcome updated
09:59:11 2: Clos
(UTC-03:00) ed
City of
Buenos Aires
Mar-24-2021 | ACVOPFEINFPG000 | (0) (4), (b) (6) Query | Pending SDB update
13:31:01 2: Reis
(UTC-03:00) sued:C
City of andida
Buenos Aires te
Mar-24-2021 | ACVOPFEINFPG000 |(b) (4), (b) (6) Query | SAE FU was sent with this
10:40:50 2: Ans | information.
(UTC-03:00) wered
City of
Buenos Aires
Mar-23-2021 | ACVOPFEINFP6000 | (b) (4), (b) (6) Query | SAE RECON: Thanksfor
17:59:14 2: Reis | confirming. Outcomeis
(UTC-03:00) sued:O | reported as
City of pened | RECOVERED/RESOLVED
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Header Text: C4591001
Visit: Logs - Unscheduled

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

Subject No: 12313437

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

History

Form Status. Data Complete, Not Complete
Site Name: (1231) Hospital Militar Central Cirujano

Mayor Dr. Cosme Argerich

Subject Initials; -

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

Buenos Aires in safety database. Please
submit an SAE Follow up
form to update outcomein
Safety database otherwise
clarify.

Mar-23-2021 | ACVOPFEINFP6000 |(b) (4), (b) (6) Query [ The Eaisrecovering/

17:08:07 2: Ans | resolving and so is marked in

(UTC-03:00) wered | theform

City of

Buenos Aires

Mar-23-2021 | ACVOPFEINFP6000 | (b)(4). (b) (6) Query | SAE RECON: Outcome has

14:00:59 2: Ope | been reported as

(UTC-03:00) ned RECOVERED/RESOLVED

City of in safety database however

Buenos Aires reported as
RECOVERING/RESOLVING
in AE CRF. Please review and
update accordingly. If safety
database is to be updated,
please submit SAE follow up
form.

Dec-28-2020 | ACVOPFEINFP6000 |®@® ®® Query | Response satisfies query

16:45:40 1: Clos

(UTC-03:00) ed

City of

Buenos Aires

Dec-23-2020 | ACVOPFEINFP6000 | Santiago Query | Subject is till hospitalized,

11:25:19 Corradetti 1: Ans | but her conditionis clearly

(UTC-03:00) (b) (4) wered | improving. The abscess has
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Header Text: C4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trall
History
Form Version: 22-Apr-2020 21:02 Form Status. Data Complete, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano
Mayor Dr. Cosme Argerich
Subject No: 12313437 Subject Initials: ---
Generated By: Generated Time (GMT): 29-Mar-2021 20:20
(b) (4)
City of been drained and subject
Buenos Aires remains without fever or pain.
Dec-23-2020 | ACVOPFEINFP6000 | (®)(4), (b) (6) Query [ CRA: Accordingto EMR
07:04:14 1: Ope | 21Dec2020 the subject still
(UTC-03:00) ned remains hospitalized, please
City of reconciliate this information
Buenos Aires as appropriate.
Dec-18-2020 | ACVOPFEINFPG000 |(b) (4), (b) (6) |[Data | Initia Entry
17:39:39 Entry:
(UTC-03:00) RECO
City of VERI
Buenos Aires NG/R
ESOL
VING

14. Did the adverse event cause the subject to be discontinued from the study?

Date L ocation User Value Reason
Dec-23-2020 ACVOPFEINFP6000 |Hayley Wyper | Query 1: Closed | Response
12:55:40 (b) (4) satisfies query
(UTC-03:00)
City of Buenos
Aires
Dec-23-2020 ACVOPFEINFP6000 | auto query Query 1: Answer | Transcription
12:31:46 (autoquery) ed Error
(UTC-03:00)
City of Buenos
Aires
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21:02

Site No: 1231

Subject No: 12313437

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not Complete

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

Subject Initials; -

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

Dec-23-2020 ACVOPFEINFP6000 | Santiago Data Entry: Transcription

12:31:46 Corradetti NO Error

(UTC-03:00) (b) (4)

City of Buenos

Aires

Dec-23-2020 ACVOPFEINFP6000 |Hayley Wyper [ Query 1: Opened | CLINQUERY:

11:21:47 (b) (4) Entry of 'YES

(UTC-03:00) indicates

City of Buenos subject will no

Aires longer complete
follow up on
the study.
Please review if
correct. If
correct, please
update the FUP
tab to indicate
end of study

Dec-18-2020 ACVOPFEINFP6000 |(b) (4), (b) (6) |DataEntry: Initial Entry

17:39:39 YES

(UTC-03:00)

City of Buenos
Aires
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Site No: 1231

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21:02

Subject No: 12313437

Header Text: C4591001
Visit: Logs - Unscheduled

History

Form: ADVERSE EVENT REPORT - eCRF Audit Trall

Form Status. Data Complete, Not 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

15. Serious Adverse Event Number: For Pfizer Use Only

*** Confidential***

Date L ocation User Value Reason
Dec-22-2020 ACVOPFEINFPG000 |(®)@#). () (6) | Data Entry: Initial Entry
08:04:17 2020504930
(UTC-03:00) City
of Buenos Aires

Page 371 of 375

FDA-CBER-2021-5683-0874730




Header Text: C4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trall
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: 12313437 Subject Initials: ---

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

(b) (4)

Back to Form

1. Date Treatment Unblinded :

Date L ocation User Value Reason
Mar-22-2021 ACVOPFEINFP6000 |(b) (4). (b) (6) |Data Entry: Initial Entry
15:44:26 Mar/22/2021

(UTC-03:00) City
of Buenos Aires

2. Primary Reason for Unblinding:

090177e196ae2ed7\Final\Final On: 01-Apr-2021 03:25 (GMT)

Date Location User Value Reason
Mar-22-2021 ACVOPFEINFP6000 |(b)(4), (0) (6) |Data Entry: Initial Entry
15:44:26 ASSESSELIGIBILIT
(UTC-03:00) City Y FOR ADDITIONA
of Buenos Aires L VACCINATION
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Site No: 1231

Generated By:
(b) (4)

Subject No: 12313437

Header Text: C4591001
Visit: Subject Status - Unscheduled
Form Version: 22-Apr-2020 21:03

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

*** Confidential***

Date Location User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:01:51 (autocalc) | FOLLOW-UP
(UTC-03:00) City
of Buenos Aires
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:09:55 (autocalc) | ENROLLED/RANDO
(UTC-03:00) City MIZED
of Buenos Aires
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:08:58 (autocalc) | SCREENED
(UTC-03:00) City
of Buenos Aires
2. Subject Status Date
Date Location User Value Reason
Oct-16-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
09:01:51 (autocalc) | Oct/15/2020
(UTC-03:00) City
of Buenos Aires
Aug-23-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
14:09:55 (autocalc) | Aug/23/2020
(UTC-03:00) City
of Buenos Aires
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Header Text: C4591001

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

Subject No: 12313437

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

(b) (4)
Aug-23-2020 ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
14:08:58 (autocalc) | Aug/23/2020

(UTC-03:00) City
of Buenos Aires
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Unscheduled

SiteNo: 1231

Generated By:
(b) (4)

Form Version: 22-Apr-2020 21:04

Subject No: 12313437

Header Text: C4591001
Vigit: Investigator Signature -

Trail History

Form: CASEBOOK SIGNATURE FORM - eCRF Audit

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. Casebook Signature

*** Confidential***

Date L ocation User Value Reason
Oct-21-2020 ACVOPFEINFP6000 | ®) ). () () Data Entry: Initial Entry
20:48:38 Click Here to Enabl
(UTC-03:00) City e
of Buenos Aires
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