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Header Text: C4591001

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

Subject No: 12312996
Generated By: (b) (4)

Form: COHORT SELECTION
Form Status. 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

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 equivaent to PHASE 2/3.

*** Confidential***

1. | Select appropriate response - 30 JUN 2020
Protocol version
2. | Select appropriate response - STAGE 3 COHORTS
What cohort does the subject
belong to?
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12312996

Generated By:

(b) (4)

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

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

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

eCRF Audit Trail History

I nformed Consent

1

Consent Was:

OBTAINED

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

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

Subject No: 12312996
Generated By: (b) (4)

Form: DEMOGRAPHY
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Demography
1. | Subject ID [12312996]
2. | Birth Date: (b) (6) /1998
3. | Sex: FEMALE
4. | Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN
5. | Race: (Check X dl that apply): | WHITE
6. | Racial Designation:
Page 3 of 361
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
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/21/2020
2. | Erroneous Visit
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By:

(b) (4)

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

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

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

eCRF Audit Trail History

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

Inclusion Criteria

la

Inclusion Number:

1

Criterion Description:

Male or femal e participants between the ages of 18 and 55 years,
inclusive, 65 and 85 years, inclusive, or 18 and 85 years, inclusive, at
randomization (dependent upon study stage)

Criterion met? YES
Criterion ID: (For Pfizer use | INO1AOO
only)

1b Inclusion Number: 2

Criterion Description:

Participants who are willing and able to comply with all scheduled
vigits, vaccination plan, laboratory tests, lifestyle considerations, and
other study procedures

Criterion met? YES
Criterion ID: (For Pfizer use | INO2A00
only)

1.¢ || Inclusion Number: 3

Criterion Description:

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

Criterion met? YES
Criterion ID: (For Pfizer use | INO3A00
only)
Page 5 of 361
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site

No: 1231

Subject No: 12312996

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 By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Ld || Inclusion Number: 4
Criterion Description: Capable of giving personal signed informed consent, which includes
compliance with the requirements and restrictions listed in the ICD and
in this protocol
Criterion met? YES
Criterion ID: (For Pfizer use | INO4A00
only)
Exclusion Criteria
22 || Exclusion Number: 1
Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or
active suicidal ideation/behavior/lab abnormality that may increase the
risk of study participation
Criterion met? NO
Criterion ID: (For Pfizer use | EXO1AQ0
only)
2.b || Exclusion Number: 2
Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis
C virus (HCV), or hepatitis B virus (HBV)
Criterion met? NO
Criterion ID: (For Pfizer use | EX02A00
only)
2. || Exclusion Number: 3

Criterion Description:

History of severe adverse reaction associated with a vaccine and/or
severe alergic reaction (eg, anaphylaxis) to any component of the study
intervention(s)

Criterion met? NO
Criterion ID: (For Pfizer use | EX03A00
only)
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Header Text: C4591001

Visgit: V1 DAY1 VAX1 L

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

Subject No: 12312996
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

2d

Exclusion Number:

4

Criterion Description:

Receipt of medications intended to prevent COVID-19

Criterion met?

NO

Criterion ID: (For Pfizer use | EX04A00
only)
2.2 || Exclusion Number: 8
Criterion Description: Immunocompromised individuals with known or suspected
immunodeficiency, as determined by history and/or |aboratory/physical
examination
Criterion met? NO
Criterion ID: (For Pfizer use | EX08A00
only)
21 || Exclusion Number: 10
Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that
would, in the opinion of the investigator, contraindicate intramuscular
injection
Criterion met? NO
Criterion ID: (For Pfizer use | EX10A00
only)
2.9 || Exclusion Number: 1

Criterion Description:

Women who are pregnant or breastfeeding

Criterion met? NO
Criterion ID: (For Pfizer use | EX11A00
only)
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Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996

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.h

Exclusion Number:

12

Criterion Description:

Previous vaccination with any coronavirus vaccine

Criterion met? NO
Criterion ID: (For Pfizer use | EX12A00
only)
21 || Exclusion Number: 13
Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic
agents or systemic corticosteroids
Criterion met? NO
Criterion ID: (For Pfizer use | EX13A01
only)
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 use | EX14A01
only)
2K || Exclusion Number: 16

Criterion Description:

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

Criterion met?

NO

Criterion ID: (For Pfizer use
only)

EX15A01

Page 8 of 361
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Header Text: C4591001

Visgit: V1 DAY1 VAX1 L

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

Subject No: 12312996
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

2l Exclusion Number:

17

Criterion Description:

Previous participation in other studies involving study intervention
containing lipid nanoparticles

Criterion met? NO
Criterion ID: (For Pfizer use | EX16A01
only)

2.m || Exclusion Number: 22

Criterion Description:

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

*** Confidential***

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

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: DISPOSITION - SCREENING
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Disposition - Screening

1. | Date of Aug/21/2020
Completion/Discontinuation
/Death
2. | Phase of Disposition: SCREENING
3. | Status: COMPLETED
4. | Specify Status: [
Page 10 of 361
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Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
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
eCRF Audit Trail History

Medical History Details

Lal| | ine/MH Number:

[1]

*** Confidential***

Disease/Syndrome/Surgery [asthma]
/Non-Drug Allergies/Drug
Allergies:
Start Date: Aug/23/2004
Ongoing: YES
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Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: VITAL SIGNS- BASELINE
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Vital Signs
1. | Date; Aug/21/2020
2. | Weight: [46.0]
3. | unit: kg
4. | Height: [160.0]
5. | Unit: cm
6. | Body Mass Index: [18.0]
Vital Signs Details
72| Record Identifier: 1
Temperature: [36.9]
Unit: C
Temperature Location: ORAL CAVITY
Page 12 of 361
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: LAB URINALYSIS- 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

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Aug/21/2020
4. | Laboratory Nameand Address |[STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2/ sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 13 of 361

FDA-CBER-2021-5683-0872350




Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: RANDOMIZATION

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

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

Subject No: 12312996 Subject Initials; ---

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

eCRF Audit Trail History

Disposition

1. | Randomization Date : Aug/21/2020
2. | Randomization Number: [61429]

3. | Randomization Group: []
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BHY5V4]
5b | sample D [BHY5V5]
5C || sample D [BHY5V6]
5d || sample 1D [BJ9FS]
5€ || sampleID [BJMOFT]
5f || sample ID [B}49DZ]
Page 15 of 361
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

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

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Aug/21/2020
4. |1f no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54| sampleID [BHY64Z]
Page 16 of 361
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: VACCINATION
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of | NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Aug/21/2020 18:51

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

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

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

Page 17 of 361
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: REACTOGENICITY DIARY
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Reactogenicity Diary

1

Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

Page 18 of 361
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Visit: V2_VAX2 L

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Sep/10/2020
2. | Erroneous Visit
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Visit: V2_VAX2 L Form: VITAL SIGNS - TEMP

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

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

Subject No: 12312996 Subject Initials; ---

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

eCRF Audit Trail History

Vital Signs

1. | Date: Sep/10/2020

Vital Signs Details

2a

Record Identifier: 1

Temperature: [37.1]

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: 12312996
Generated By: (b) (4)

Form: LAB URINALYSIS- 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

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Sep/10/2020
4. | Laboratory Name and Address | [STUDY SITE]
(Derived)
5. | Specimen Type: URINE
Lab Result
6.2/ sponsor ID: [113]
Test: Choriogonadotropin Beta PX113
Result: NEGATIVE
Not Done:
Page 21 of 361
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12312996
Generated By: (b) (4)

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

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Sep/10/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BP23VP]
Page 22 of 361
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Header Text: C4591001

Visit: V2_VAX2 L

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

Subject No: 12312996
Generated By: (b) (4)

Form: VACCINATION
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Vaccination

1. | Wasthere atemporary delay of | NO
vaccination?

2. | Treatment Name [BLINDED THERAPY]

3. | Formulation: INJECTION

4. | Dose Date Time: Sep/10/2020 12:23

5. | Anatomical Location: DELTOID MUSCLE

6. | Body Side: LEFT

7. | Route: INTRAMUSCULAR

8. | Actual Dose: [1

9. | Unit:

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

11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Visit: V3_MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
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 Oct/12/2020
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 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---

Generated By: (b) (4) 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/12/2020

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

Aliquot

Please enter barcode for each aliquot.

52| sampleID [BPT7HH]

5b | sample D [BRXTM7]

5C || sample D [BRXTLK]
Page 25 of 361
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Visit: POT_COVID_ILL 1- Unscheduled Form: DATE OF VISIT - ILLNESS ONSET
Visit on Oct/29/2020

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

Subject No: 12312996

Generated By:

(b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Oct/29/2020

2. | Erroneous Visit

COVID-19llIness Visit

3. | COVID-19 lllness Visit: COVID_A
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020
Form Version: 10-Oct-2020 16:02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: SIGNSAND 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

1. | Date of Assessment: Oct/29/2020
2. | Date of First Symptom Started: | Oct/21/2020
3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:

Nov/8/2020
Symptoms
4.2 || symptoms: FEVER
Was symptom present? NO
4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO
4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES
4d || symptoms: CHILLS
Was symptom present? NO
4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO
41 Symptoms: NEW LOSS OF TASTE OR SMELL
Was symptom present? NO
4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
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Header Text: C4591001

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

Visit on Oct/29/2020
Form Version; 10-Oct-2020 16:02
Site No: 1231

Subject No: 12312996

Form Status. Data Complete, Frozen, Not Complete

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

Subject Initials: ---

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

Symptoms: DIARRHEA

Was symptom present? NO
41 || symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
52 || symptoms - Other Text: [wheezing]
5b Symptoms - Other Text: [Fatigue]
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SiteNo: 1231

Header Text: C4591001
Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:54

Subject No: 12312996

Form: MICROBIOLOGY SPECIMEN

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of . Specimen Call I
# | Collectio Specimen T ection L ocatio Assay Code and Descripti Device Type Form Insta
ype on nce
n n
1. | Oct/29/2 | SWABBED | NASOPHARY | SEVEREACUTERESPS |SARS-COV-2DI Repeating
020 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TES Pages
us?2 T
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Visit on Oct/29/2020
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Oct/29/2020

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

Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Visit on Oct/29/2020

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

SELF
Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. [ DataOrigin SITE

2. | Sample Type NASAL SWAB SELF

3. | Sample Collected? NO

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

Aliquot

Please enter barcode for each aliquot.

5.

Sample ID

[]

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Visit on Oct/29/2020

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Oct/29/2020
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a|| sampleID [BPTSOM]
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Header Text: C4591001

Visit on Oct/29/2020
Form Version: 10-Oct-2020 15:59
Site No: 1231

Subject No: 12312996

Generated By: (b) (4)

Visit: POT_COVID_ILL 1 - Unscheduled

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

1a|| physician or Healthcare

Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1b Physician or Hedlthcare

Professional:

EMERGENCY ROOM

Contacts:

Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
1.¢ || physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or NO
Contacts.
1.d|| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or YES

Number of Visits or Contacts:

(1]

1.e || physician or Healthcare

TELEPHONE CONSULTATION

*** Confidential***

Professional:
Occurrence of Visits or NO
Contacts.
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HEALTH CARE UTILIZATION

Visit on Oct/29/2020
Form Version: 10-Oct-2020 15:59
Site No: 1231

Subject No: 12312996

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Lf Physician or Healthcare OTHER
Professional:
Occurrence of Visits or NO
Contacts:
Health Care Utilization Other
2. | Other Type of Practitioner [1
Specify:
Health Care Utilization
3. | Hasthe subject been YES
hospitalized due to potential Has the subject been in intensive care due to potential COVID-19
COVID-19illness? illness?
YES
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Header Text: C4591001

Visit: POT_COVID_ILL 1 Form: HOSPITALIZATION DETAILS
Form Version: 22-Apr-2020 21:02
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# | Hospitalization Category Hospltallnz1at|on Ter Admlst,s;on ba Ongoing Form Instance
1. [HOSPITALIZATION STAT |HOSPITAL Oct/27/2020 NO Repeating Pages
us Discharge Dat
e
Oct/29/2020
2. |HOSPITALIZATION STAT |ICU Oct/27/2020 | NO Repeating Pages
us Discharge Dat
e
Oct/29/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: HOSPITALIZATION DETAILS

Visit on Oct/29/2020
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

2. | Hospitalization Term: HOSPITAL

3. | Admission Date: Oct/27/2020

4. | Ongoing? NO
Discharge Date:
Oct/29/2020
Page 36 of 361

*** Confidential***
FDA-CBER-2021-5683-0872373




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

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

Subject No: 12312996
Generated By: (b) (4)

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS

Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. | Hospitalization Category:

HOSPITALIZATION STATUS

*** Confidential***

2. | Hospitalization Term: ICU

3. | Admission Date: Oct/27/2020

4. | Ongoing? NO
Discharge Date:
Oct/29/2020
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Header Text: C4591001
Visit: POT_COVID ILL 1

Form Version:
SiteNo: 1231

06-Jul-2020 21:53

Subject No: 12312996

Form: RESPIRATORY TREATMENT

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

Cosme Argerich

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Treatmg Con Non-Drug T Start | Form Insta
# | ntldenti | reatmentsPre-sp Treatment Treatment
. L Date nce
fier ecified
1.(1 YES NON-INVASIVE POSI | NON-INVASIVE POSI | Oct/2 | Repeating
TIVE PRESSURE VEN | TIVE PRESSURE VEN | 7/202 Pages
TILATION TILATION 0
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Oct/29/2020

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

Subject No: 12312996
Generated By:

(b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Respiratory Treatment

*** Confidential***

1. [ What isthe treatment [1]
Identifier?
2. | Concomitant Non-drug YES
Treatment Pre-specified:
3. | Treatment: NON-INVASIVE POSITIVE PRESSURE VENTILATION
4. | Treatment: [NON-INVASIVE POSITIVE PRESSURE VENTILATION]
5. | Start Date: Oct/27/2020
6. | Ongoing? NO
End Date:
Oct/29/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS
Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

[lIness Details
1. | Category of Clinical Event: POTENTIAL COVID-19 ILLNESS
2. | Was a diagnosis obtained for YES
Potential COVID-19 llIness? Respiratory IlIness Diagnosis:
[severe asthma attack]
Date of Diagnosis.
Oct/29/2020
3. | Toxicity Grade: 4
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Header Text: C4591001
Visit: POT_COVID ILL 1

SiteNo: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gra Form I nstance
vent: Event ned de
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: ILLNESS DETAILS - SEVERE
Visit on Oct/29/2020

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

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:
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Header Text: C4591001

Site No: 1231

Subject No: 12312996

Visit: POT_COVID_ILL 1

Form Version: 21-Aug-2020 02:49

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Categor Colle | Speci
# |yfor La Vendor Name ction | men Lab Result Forr:clensta
b Test Date: | Type
1. | CLINIC | Hospital Zonal General de Agudo | Oct/2 | BLO Sponsor Repeating
AL CHE | sDr Alberto Antranik Eurnekian. | 7/202 | OD _Defined Re Pages
MISTR | Alem 349. LaUnion, BuenosAir |0 Identifie| TSt |sul
Y es, Argentina. ] t.
329 C Reactive |[ ]
Protein P
X329
30 AlanineA |[]
minotransf
erase PX3
0
28 Aspartate ([ ]
Aminotran
sferase P
X28
35 AlkalineP |[]
hosphatase
_PX35
21 Bilirubin_ ([ ]
PX21
47 Blood Ure |[]
aNitrogen
_PX47
48 Creatinine |[ ]
_PX48

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING
Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

CHEMISTRY
Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Lab Chemistry Details

1. | Lab Pand: CLINICAL CHEMISTRY
2. | Laboratory Name and Address | [Hospital Zonal General de Agudos Dr Alberto Antranik Eurnekian.
Alem 349. LaUnion, Buenos Aires, Argentina.]
3. | Collection Date: Oct/27/2020
4. | Specimen Type: BLOOD
Lab Result
52| | sponsor 1D: [329]
Test: C Reactive Protein_PX 329
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5b Sponsor 1D: [30]
Test: Alanine Aminotransferase PX30
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[
Unit
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Header Text: C4591001
Visit; POT_COVID_ILL 1-Unscheduled Form: LOCAL LABORATORY DATA - REPEATING
Visit on Oct/29/2020 CHEMISTRY
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5 || sponsor ID: [28]
Test: Aspartate Aminotransferase PX28
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5d Sponsor 1D: [35]
Test: Alkaline Phosphatase PX35
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5€ || sponsor ID: [21]
Test: Bilirubin_PX21
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: LOCAL LABORATORY DATA - REPEATING

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

CHEMISTRY
Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
S5f Sponsor ID: [47]
Test: Blood Urea Nitrogen_PX47
Resullt: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
5.9 || sponsor ID: [48]
Test: Creatinine_PX48
Result: [1
Not Done: NOT DONE
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001
Visit: POT_COVID ILL 1

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

Subject No: 12312996

Form: LOCAL LABORATORY DATA - REPEATING

Hematol ogy

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

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 LabTest DERIVED) | nDate | nType Lab Result ce
L Sponsor-Define | Tes| Res | | Repedling
d Identifier | t: | ult: Pages

*** Confidential***
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Header Text: C4591001

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

Visit on Oct/29/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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

L aboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date;

I

4. | Specimen Type:

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

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

Subject No: 12312996

Form: VITAL SIGNS- COVID

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

Subject Initials; ---

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

# Date: Vital Signs Details Form Instance

1. | Oct/29/2020 Record I dentifier: Systalic: Diastolic; Repesting Pages
110 80

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: VITAL SIGNS- COVID
Visit on Oct/29/2020

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

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. | Date: Oct/29/2020

Vital Signs Details

2.2 || Record Identifier: 1

Systalic: [110]

Diastalic: [80]

Respiratory Ratein [18]
respirations/minute;

Heart Rate in beats/minute; [100]

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001
Visit: POT_COVID ILL 1

SiteNo: 1231

Subject No: 12312996

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
1 | Oct/i29/2020 Record Identifier: Oxygen Saturation Repeating Pages
1 99.0
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Header Text: C4591001

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

Visit on Oct/29/2020
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs
1. | Date: Oct/29/2020
Vital Signs Details
28 || Record Identifier: 1
SPO2 Pulse Oximetry % [99.0]
Page 52 of 361
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Header Text: C4591001

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312996

Form: OXYGENATION PARAMETERS

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date Time of Assessme | Arterial Blood Gases Pa | FiO2 (Fraction of Inhaled Oxyg
# Form Instance
nt 02 en)
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: OXYGENATION PARAMETERS

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

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2
(mmHgQ):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]
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Subject No: 12312996

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
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
Identifier edication ns Pre-specified dication Date ce
1 Repesating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Oct/29/2020

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

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

Concomitant Medications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

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).

[]

Start Date:

I

Ongoing?
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Header Text: C4591001

SiteNo: 1231

Subject No: 12312996

Visit: POT_COVID ILL 1
Form Version: 06-Jul-2020 21:53

Form: IMAGING

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Assessmen | Location of Assessmen | Imaging Metho | Overall Assessmen
# i i d i Form Instance
1. | Oct/27/2020 CHEST CT SCAN UNKNOWN Repesating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Form: IMAGING

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Visit on Oct/29/2020
Form Version: 06-Jul-2020 21:53 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
eCRF Audit Trail History
Form Audit Trail
Imaging
1. | Date of Assessment: Oct/27/2020
2. | Location of Assessment: CHEST
3. | Type of Imaging Exam: CT SCAN
4. | Assessment: UNKNOWN
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: DATE OF VISIT - ILLNESS ONSET
Visit on Jan/31/2021

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

Subject No: 12312996
Generated By:

(b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Jan/31/2021
2. | Erroneous Visit
COVID-19llIness Visit
3. | COVID-19 lllness Visit: CovID_ B
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19
Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:23

Site No: 1231

Subject No: 12312996

Generated By:

(b) (4)

Form Status. Data Complete

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

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

eCRF Audit Trail History

Signs and Symptoms

1. | Date of Assessment: Jan/31/2021

2. | Date of First Symptom Started: | Jan/26/2021

3. | Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Feb/3/2021

Symptoms

42| | symptoms: FEVER
Was symptom present? NO

4b || symptoms: NEW OR INCREASED COUGH
Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH
Was symptom present? YES

4d || symptoms: CHILLS
Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN
Was symptom present? NO

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

4.9 Symptoms: NEW OR INCREASED SORE THROAT
Was symptom present? NO
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:23
Site No: 1231

Subject No: 12312996

Form Status. Data Complete

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

Subject Initials: ---

*** Confidential***

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

Symptoms: DIARRHEA

Was symptom present? NO
41 || symptoms: VOMITING

Was symptom present? NO
Symptoms - Other
52 || symptoms - Other Text: [Fatigue]
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Header Text: C4591001
Visit: POT_COVID ILL 2
Form Version: 06-Jul-2020 21:54

SiteNo: 1231

Subject No: 12312996

Form: MICROBIOLOGY SPECIMEN

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of . Specimen Call I
# | Collectio Specimen T ection L ocatio Assay Code and Descripti Device Type Form Insta
ype on nce
n n
1. | Jan/31/2 | SWABBED |NASOPHARY | SEVEREACUTERESPS |SARS-COV-2DI Repeating
021 MATERIAL | NX YNDROME CORONAVIR | AGNOSTIC TES Pages
us?2 T

Page 62 of 361

*** Confidential***

FDA-CBER-2021-5683-0872399




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit on Jan/31/2021
Form Version: 06-Jul-2020 21:54
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN

Form Status. Data Complete

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

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

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. | Actual Date of Collection:

Jan/31/2021

*** Confidential***

2. | Specimen Type: SWABBED MATERIAL
3. | Specimen Collection Location: | NASOPHARYNX
4. | Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2
5. | Device Type: SARS-COV-2 DIAGNOSTIC TEST
6. | Trade Name: ATILA BIOSYSTEMSIAMP COVID-19 DETECTION KIT
7. | Test Resullt: NEGATIVE
8. | Comments/Findings/Details: [1
9. | Trade Name Other, Specify: [
Page 63 of 361
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

SELF
Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. [ DataOrigin SITE

2. | Sample Type NASAL SWAB SELF

3. | Sample Collected? NO

4. | If no sample was collected or [Sample collected by team physician]
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 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL_SWAB
3. | Sample Collected? YES
Date of Collection:
Jan/31/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a
Sample ID [BPWFHJ]
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:24
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete

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

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

eCRF Audit Trail History

Health Care Utilization

la

Physician or Healthcare SPECIALIST
Professional:
Occurrence of Visits or NO
Contacts:
1b Physician or Hedlthcare EMERGENCY ROOM
Professional:
Occurrence of Visits or YES
Contacts: Number of Visits or Contacts:
(1]
lc Physician or Healthcare PRIMARY CARE PHYSICIAN
Professional:
Occurrence of Visits or NO
Contacts.
1.d|| physician or Healthcare URGENT CARE
Professional:
Occurrence of Visits or NO
Contacts:
L1.e || physician or Hedlthcare TELEPHONE CONSULTATION
Professional:
Occurrence of Visits or NO
Contacts.
1f Physician or Healthcare OTHER
Professional:
Occurrence of Visits or NO
Contacts:
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Header Text: C4591001

Visit on Jan/31/2021
Form Version: 14-Jan-2021 02:24
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled

Form: HEALTH CARE UTILIZATION

Form Status. Data Complete

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

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

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

Subject No: 12312996

Form: HOSPITALIZATION DETAILS

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

Subject Initials; ---

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

# | Hospitalization Category | Hospitalization Term | Admission Date Ongoing Form Instance

1. | Not Applicable Not Applicable Not Applicable | Not Applicable | Repeating Pages
Page 68 of 361
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS
Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form Status. Data Complete, Frozen

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

Cosme Argerich
Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 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
1
4. | Ongoing? Not Applicable Comments
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Header Text: C4591001

Visit: POT_COVID ILL 2

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

Subject No: 12312996

Form: RESPIRATORY TREATMENT

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

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Treatment Identi | Con Non-Drug TreatmentsPre-s | Treatme | Treatme | Start Da
# . . Form Instance
fier pecified nt nt te
1 Repesating
Pages
Page 70 of 361
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: RESPIRATORY TREATMENT
Visit on Jan/31/2021

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

Subject No: 12312996
Generated By:

(b) (4)

Form Status: Not Started

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

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

Back to Form

Respiratory Treatment

1

What is the treatment
Identifier?

[]

Concomitant Non-drug
Treatment Pre-specified:

Treatment:

Treatment:

[]

Start Date:

I

ol w

Ongoing?

*** Confidential***

Page 71 of 361

FDA-CBER-2021-5683-0872408




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS

Visit on Jan/31/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete

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

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

eCRF Audit Trail History

IlIness Details

1. | Category of Clinical Event:

POTENTIAL COVID-19 ILLNESS

2. | Was a diagnosis obtained for NO
Potential COVID-19 IlIness?
3. | Toxicity Grade: 1
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Header Text: C4591001
Visit: POT_COVID ILL 2

SiteNo: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Category of Clinical E | Subcategory of Clinical | Diagnosis Obtai | Toxicity Gra Form I nstance
vent: Event ned de
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ILLNESS DETAILS - SEVERE
Visit on Jan/31/2021

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

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

IlIness Details

1

Category of Clinical Event:

Subcategory of Clinical Event:

Was a diagnosis obtained?

2
3.
4

Toxicity Grade:
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Subject No: 12312996

Header Text: C4591001
Visit: POT_COVID ILL 2

Form: LOCAL LABORATORY DATA - REPEATING

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

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

Cosme Argerich

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor | Collection | Specimen Form Instanc
# Lab Test Name Date: Type L.ab Result e
L Sponsor-Defined | Tes | Resu Repesting
| dentifier t | It Feges
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Header Text: C4591001

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

Visit on Jan/31/2021
Form Version: 21-Aug-2020 02:49
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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 Panel:

2. | Laboratory Name and Address

3. | Collection Date;

I

4. | Specimen Type:

L ab Result
5 Sponsor ID: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
Page 76 of 361
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Header Text: C4591001
Visit: POT_COVID ILL 2

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

Subject No: 12312996

Form: LOCAL LABORATORY DATA - REPEATING

Hematol ogy

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

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Category for | Vendor Name ( | Collectio | Specime Form Instan
# 1 LabTest DERIVED) | nDate | nType Lab Result ce
L Sponsor-Define | Tes| Res | | Repedling
d Identifier | t: | ult: Pages

*** Confidential***
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Header Text: C4591001

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

Visit on Jan/31/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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

L aboratory Data Hematology

1. | Lab Panel:

2. | Laboratory Name and Address

3. | Collection Date;

I

4. | Specimen Type:

L ab Result
5 Sponsor ID: []
Test:
Result: [
Not Done:
LNMT Low
[]
High
[]
Unit
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Header Text: C4591001

Visit: POT_COVID ILL 2

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

Subject No: 12312996

Form: VITAL SIGNS- COVID

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Date: Vital Signs Details Form Instance
L Record | dentifier: Systalic: Diastolic: Repeating Pages
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Header Text: C4591001

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

Visit on Jan/31/2021
Form Version: 21-Aug-2020 02:50
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

Cosme Argerich
Subject Initials: ---

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

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2, Record Identifier:

Systolic:

[]

Diastolic:

[]

Respiratory Ratein
respirations/minute;

[]

Heart Rate in beats/minute;

[]

Page 80 of 361
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Subject No: 12312996

Header Text: C4591001

Visit: POT_COVID_ILL 2

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

Form: VITAL SIGNS - PULSE OX ROOM AIR

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

Cosme Argerich
Subject Initials; ---

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

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: VITAL SIGNS - PULSE OX ROOM AIR

Visit on Jan/31/2021
Form Version: 21-Aug-2020 02:51
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

Vital Signs

1. | Date:

I

Vital Signs Details

2, Record Identifier:

SPO2 Pulse Oximetry %
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Header Text: C4591001

Visit: POT_COVID ILL 2
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312996

Form: OXYGENATION PARAMETERS

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date Time of Assessme | Arterial Blood Gases Pa | FiO2 (Fraction of Inhaled Oxyg
# Form Instance
nt 02 en)
1 Repeating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: OXY GENATION PARAMETERS

Visit on Jan/31/2021
Form Version: 06-Jul-2020 21:52
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

Oxygenation Parameters

1. | Date Time of Assessment:

I

2. | Arterial Blood Gases PaO2
(mmHgQ):

[]

3. | FiO2 (Fraction of Inhaled
Oxygen):

[]
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Subject No: 12312996

Header Text: C4591001

Visit: POT_COVID_ILL 2

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
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
Identifier edication ns Pre-specified dication Date ce
1 Repesating
Pages
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
Visit on Jan/31/2021

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

Subject No: 12312996
Generated By: (b) (4)

Form Status: Not Started

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

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

Back to Form

Concomitant Medications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

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).

[]

Start Date:

I

Ongoing?
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Header Text: C4591001
Visit: POT_COVID ILL 2

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

Subject No: 12312996

Form: IMAGING

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date of Assessmen | Location of Assessmen | Imaging Metho | Overall Assessmen
# i i d t Form Instance
1 Repeating Pages
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: IMAGING

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Visit on Jan/31/2021
Form Version: 06-Jul-2020 21:53 Form Status. Not Started
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Imaging
1. | Date of Assessment: /
2. | Location of Assessment:
3. | Type of Imaging Exam:
4. | Assessment:
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Dec/01/2020

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

Subject No: 12312996
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Dec/1/2020

2. | Erroneous Visit

COVID-19llIness Visit

3. | COVID-19 lllness Visit: COVID_Al
Page 89 of 361
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Header Text: C4591001

Visit: POT_COVID _CONVA 1-
Unscheduled Visit on Dec/01/2020

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Dec/1/2020
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BPWSV5]
5b | sample 1D [BRVP4D]
5C || sample D [BRVPA43]
Page 90 of 361
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

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

Subject No: 12312996
Generated By: (b) (4)

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Mar/3/2021

2. | Erroneous Visit

COVID-19llIness Visit

3. | COVID-19 lllness Visit: CoOvID _B1
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Mar/3/2021
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
5a || sample 1D [BLBX32]
5b | sample 1D [BLBX2P]
5C || sample D [BR23VB]
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Header Text: C4591001
Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
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

*** Confidential***
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Header Text: C4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

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

Subject No: 12312996
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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Header Text: C4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55
SiteNo: 1231

Subject No: 12312996
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

eCRF Audit Trail History

Disposition - Treatment

*** Confidential***

1. | Date of Oct/12/2020
Completion/Discontinuation
/Death :
2. | Phase of Disposition: VACCINATION
3. | Status: COMPLETED
4. | Specify Status: [1
Page 95 of 361
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Header Text: C4591001
Visit: Follow-Up - Unscheduled

Form Version: 15-Sep-2020 21:53

Site No: 1231

Subject No: 12312996
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
Compl etion/Discontinuation
/Death :

I

Phase of Disposition:

Status:

Specify Status:

[]
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Header Text: C4591001

Visit: POT_COVID_REPEAT _SWAB -
New Unscheduled Visit

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

Subject No: 12312996
Generated By:

(b) (4)

Form: DATE OF VISIT - REPEAT SWAB

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

COVID-19 Repeat Swab

3.

COVID-19 Repest Swab:

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_REPEAT_SWAB -

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

Subject No: 12312996
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Status: Not Started

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

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

Electronic Sample Tracking

1. [ DataOrigin

Sample Type

2
3. | Sample Collected?
4

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

[]

Aliquot

Please enter barcode for each aliquot.

S Sample ID

[]
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12312996
Generated By:

(b) (4)

Form: DATE OF VISIT

Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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H

Visit: Unplanned Vaccination -

eader Text: C4591001

Unscheduled

Form Version: 28-Mar-2021 02:28

Site No: 1231

Subject No: 12312996

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

V

ital Signs

1

Date:

I

V

ital Signs Details

2.

Record Identifier:

Temperature:

[]

Unit:

Temperature Location:
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Header Text: C4591001

Visit: Unplanned Vaccination -
Unscheduled

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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 Panel:

Lab Sub-Pandl:

I

2
3. | Collection Date;
4

Laboratory Name and Address
(Derived)

5. | Specimen Type:

L ab 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: 12312996
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;

[]

Wl (N |a| &[] DN

Unit;

=
o

Timeframe Subject Was
Observed

[ERN
[

. | Was the subject observed for at

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

Visit: Unplanned Vaccination -
Unscheduled

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

Subject No: 12312996
Generated By: (b) (4)

Form: CONTACT OUTCOME - MONTH 1

Form Status: Not Started

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

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

Contact Outcome

1

Contact Type:

2.

Was contact made?

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: 12312996
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?

Comments:

[]
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Header Text: C4591001

Vidgit: Potential ReVax Initia Contact - Form: DATE OF VISIT

Unscheduled

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: 12312996 Subject Initials: ---

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

eCRF Audit Trail History

Date of Visit

1. | Date of Visit Feb/12/2021

2. | Erroneous Visit
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Header Text: C4591001

Visit: Potential ReVax Initial Contact - Form: FURTHER VACCINATION CONFIRMATION

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

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Locked, Frozen

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

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

eCRF Audit Trail History

Further Vaccination Confirmation

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

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

Page 106 of 361
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Feb/19/2021
2. | Erroneous Visit
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Header Text: C4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31

SiteNo: 1231

Subject No: 12312996

Generated By:

(b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Informed Consent - Further Vaccination

1

Consent Was:

OBTAINED

Date Written Consent Obtained
Feb/19/2021
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Header Text: C4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Form Comments

Inclusion Criteria Not Met

1

*** Confidential***

Description of Inclusion Not Applicable
Criterion Not Met
Exclusion Criteria Met
2 Description of Exclusion Not Applicable
Criterion Met
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Header Text: C4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. | Date of Feb/19/2021
Completion/Discontinuation
/Death :
2. | Phase of Disposition: REPEAT SCREENING 1
3. | Status: COMPLETED
4. | Specify Status: [
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Header Text: C4591001

Visit: V101 VAX3

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: LAB URINALYSIS- 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

*** Confidential***

Lab Urinalysis
1. [Lab Pandl: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Feb/19/2021
4. | Laboratory Nameand Address |[STUDY SITE]
(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: V101 _VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

Electronic Sample Tracking

1. | DataOrigin SITE
2. | Sample Type SERUM
3. | Sample Collected? YES
Date of Collection:
Feb/19/2021
4. | If no sample was collected or [1
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sample D [BLBXHS]
5b | sample 1D [BLBXHP]
5.c
Sample ID [BR28B7]
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Header Text: C4591001

Visit: V101_VAX3

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

Subject No: 12312996
Generated By: (b) (4)

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

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

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Feb/19/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
54| sampleID [BRMOCT]
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Header Text: C4591001

Visit: V101 VAX3

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

Subject No: 12312996
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 delay of | NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Feb/19/2021 19:22
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: DATE OF VISIT
Form Status. Data Complete, Locked, Frozen, Verified

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

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

eCRF Audit Trail History

*** Confidential***

Date of Visit
1. | Date of Visit Mar/11/2021
2. | Erroneous Visit
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Header Text: C4591001

Visit: V102 VAX4

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: LAB URINALYSIS- 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 Pandl: URINALY SIS
2. | Lab Sub-Pand: PREGNANCY
3. | Collection Date: Mar/11/2021
4. | Laboratory Nameand Address |[STUDY SITE]
(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: V102_VAX4

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

Subject No: 12312996
Generated By: (b) (4)

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

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

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

eCRF Audit Trail History

Electronic Sample Tracking

*** Confidential***

1. | DataOrigin SITE
2. | Sample Type NASAL SWAB
3. | Sample Collected? YES
Date of Collection:
Mar/11/2021
4. | If no sample was collected or [
sample was not collected
according to protocol, please
provide reason:
Aliquot
Please enter barcode for each aliquot.
Sa|| sampleID [BRIWKS]
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Header Text: C4591001

Visit: V102 VAX4

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

Subject No: 12312996
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 delay of | NO
vaccination?
2. | Treatment Name [BNT162b2]
3. | Formulation: INJECTION
4. | Dose Date Time: Mar/11/2021 11:44
5. | Anatomical Location: DELTOID MUSCLE
6. | Body Side: LEFT
7. | Route: INTRAMUSCULAR
8. | Actual Dose: [30.0]
9. | Unit: ug
10. | Timeframe Subject Was 30 MINUTES
Observed
11. | Was the subject observed for at | YES
least the protocol specified
observation period after
investigational product
administration?
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Header Text: C4591001
Visit: V103_MONTH1

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: DATE OF VISIT
Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

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

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

Subject No: 12312996 Subject Initials; ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001
Visit: V104_MONTH6

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: DATE OF VISIT
Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

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

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

Subject No: 12312996 Subject Initials; ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001
Visit: V105 MONTH18
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: DATE OF VISIT
Form Status: Not Started

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

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

Date of Visit

1

Date of Visit

I

2.

Erroneous Visit

*** Confidential***
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Header Text: C4591001

Visit: V105 MONTH18 Form: CONTACT OUTCOME

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

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

Subject No: 12312996 Subject Initials; ---

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

Contact Outcome

1. | Contact Type:

2. | Was contact made?

3. | Comments: []

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001

Unscheduled
Form Version: 20-Feb-2021 02:26
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Visit: FURTHER_VACCINATION_EQOT - Form: DISPOSITION - 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

Disposition - Treatment

1. | Date of
Completion/Discontinuation
/Death :

I

2. | Phase of Disposition:

3. | Status:

4. | Specify Status:

[]

*** Confidential***
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Header Text: C4591001

Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21.02
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Subject No: 12312996

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
# Category AE. !den Adverse Event Start Date Isthe Adverse_Event S | Form Instanc
tifier till Ongoing e
1. |ADVERSEE |1 SEVERE ASTHMAT | Oct/21/2020 | NO Repeating
VENT IC CRYSIS 12:00 End Date Time: Pages
Oct/29/2020 18:00
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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

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

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

Back to Form
eCRF Audit Trail History

Form Audit Trail

Adverse Event Report

If Yes, NOTIFY PFIZER
IMMEDIATELY.

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

*** Confidential***

1. | Category: ADVERSE EVENT
2. |AEID: [1]
3. | Adverse Event: [SEVERE ASTHMATIC CRY SIS]
(If possible specify diagnosis,
not individual symptoms)
4. | Start Date Time: Oct/21/2020 12:00
5. | Isthe adverse event still NO
ongoing? End Date Time:
Oct/29/2020 18:00
6. | Toxicity Grade: 3
7. | Isthe adverse event serious? YES

Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

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

Is this serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

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

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

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

8.

Isthis adverse event the result
of astudy Medication Error?
If Yes, record the type of
medication error on the

NO

Medication Error Log.
9. | Isthisevent related to study NOT RELATED
treatment: If Not Related to study treatment(s), this event is due to:
OTHER
If Other, specify:
[Chronic Asthma]
10. | Latest Action Taken with Study | NOT APPLICABLE
Treatment:
11. | Was a Concomitant Medication | YES
given?
12. | Was a Non-Drug Treatment YES
given?
13. | What was the outcome of this | RECOVERED/RESOLVED
adverse event?.
14. | Did the adverse event cause the | NO
subject to be discontinued from
the study?
15. | Serious Adverse Event [2020478875]
Number: For Pfizer Use Only
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Visit: Logs

Header Text: C4591001

Subject No: 12312996

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

Form: MEDICATION ERROR

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

Cosme Argerich
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Categ | Medication | Start D | Isthe medication error St | Study Medication Erro | Form Instanc
ory Error ate ill Ongoing rsAction e
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

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

Subject No: 12312996
Generated By: (b) (4)

Form: MEDICATION ERROR
Form Status: Not Started

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

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

Back to Form

M edication Error

1. | Category:

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

3. | Start Date: 1

4. | Isthe medication error till
ongoing?

5. | Latest Action Taken with Study
Treatment:

6. | Was a Concomitant Medication
given?

7. | Was aNon-Drug Treatment
given?

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

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

10. | Serious Adverse Event [1

Number: For Pfizer Use Only
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Subject No: 12312996

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 Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Defined | Category for M | Concomitant Medicatio | Nameof Me | Start | Form Instan
Identifier edication ns Pre-specified dication Date ce
1 Repeating
Pages
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Header Text: C4591001
Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Status: Not Started

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

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

Back to Form

Concomitant Medications

1

What is the medication
identifier?

[]

Category:

Concomitant Medications
Pre-specified:

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).

[]

Date:

I
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Subject No: 12312996

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 Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4 Sponsor-Define | Category for | Concomitant Medicatio | Name of Me | Dose Desc | Form Instan
d Identifier M edication ns Pre-specified dication ription ce
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Status: Not Started

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

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

Back to Form

Concomitant Medications

1

What 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).

[]

Dose:

[]

Dose Unit:

Dose Frequency:

Route:

©|® [N o] O

Start Date:

I

Ongoing?
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Header Text: C4591001

Visit: Logs

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

Subject No: 12312996

Form: RADIATION TREATMENT

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

Cosme Argerich
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Catego | Treatment Identi | Con Non-Drug TreatmentsPre-s | Treatme | Start Da
# . - Form Instance
ry fier pecified nt te
1 Repeating
Pages
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Header Text: C4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21.02 Form Status. Not Started

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

Radiation Treatment

1. | Category:

2. | What is the treatment [
Identifier?

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

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

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

Visit: Logs

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

Subject No: 12312996

Form: TRANSFUSIONS

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

Cosme Argerich
Subject Initials; ---

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

*** Confidential***
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Header Text: C4591001

Visit: Logs - Unscheduled
Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

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

Page 138 of 361

*** Confidential***
FDA-CBER-2021-5683-0872475




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: TREATMENT UNBLINDED
Form Status. Data Complete, Frozen, Verified

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

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

eCRF Audit Trail History

Treatment Unblinded

1. | Date Treatment Unblinded :

Feb/12/2021

2. | Primary Reason for
Unblinding:

ASSESSELIGIBILITY FOR ADDITIONAL VACCINATION

*** Confidential***
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Header Text: C4591001

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

Subject No: 12312996
Generated By: (b) (4)

Form: WITHDRAWAL OF CONSENT
Form Status: Not Started

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

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

Withdrawal Of Consent

1. | Withdrawal of Consent Date :
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Header Text: C4591001

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

Subject No: 12312996
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:;

I

Cause of Death

2, Cause of Death Status:

Cause of Death:

[]

*** Confidential***
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Header Text: C4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Verified

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

Subject No: 12312996 Subject Initials: ---

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

eCRF Audit Trail History

Subject Status
1. | Subject Status FOLLOW-UP
2. | Subject Status Date Oct/12/2020

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21.04
Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form Status. Data Complete, Signed, Verified

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

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

eCRF Audit Trail History

Casebook Signature Form

1

Casebook Signature

Click Here to Enable

*** Confidential***
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

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

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

Subject No: 12312996 Subject Initials; ---

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

Audit Trail

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

Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-16-2021 20:56:51 (UTC-03:00) City | BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.

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

Visgit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

Form: GENERAL MEDICAL HISTORY - Comments
Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Oct-14-2020 16:21:34 (UTC-03:00) City | Martina

of Buenos Aires Davalli

(b) (4)

Form | Aug-22-2020 09:30:49 (UTC-03:00) City || (b) (4), Not Applicable

of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Jan/31/2021
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

Form Status. Data Complete, Frozen

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Feb-04-2021 13:10:41 (UTC-03:00) City | (b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit on Jan/31/2021
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Form Status. Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
1 Feb-04-2021 13:10:41 (UTC-03:00) City |/(b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Jan/31/2021
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
2 Feb-04-2021 13:10:41 (UTC-03:00) City |/(b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit on Jan/31/2021
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Form Status. Data Complete, Frozen

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

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

Back to Form

*** Confidential***

Item | Date User Comment
3 Feb-04-2021 13:10:41 (UTC-03:00) City |/(b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HOSPITALIZATION DETAILS - Comments

Visit on Jan/31/2021
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form Status. Data Complete, Frozen

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

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

Back to Form

Item | Date User Comment
4 Feb-04-2021 13:10:41 (UTC-03:00) City |/(b) (4), Not Applicable
of Buenos Aires (b) (6)
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 10-Dec-2020 02:30
Site No: 1231

Subject No: 12312996

Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Item | Date User Comment
Form | Feb-20-2021 17:12:27 (UTC-03:00) City | (b) (4), (b) Not Applicable
of Buenos Aires ©)
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

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

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

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

e CRF_Sign
Name Signature Date Type Action
Meaning
(b) (6) Approved Mar-16-2021 20:56:51 (UTC-03:00) City | BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Mar-11-2021 12:15:33 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated

Affidavit:

N/A
Vanesa Approved Mar-09-2021 09:48:41 (UTC-03:00) City | BOOK Signed
Fainboim of Buenos Aires

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 is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit bel ow.
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

(b) (6) N/A Mar-03-2021 12:23:40 (UTC-03:00) City Edit - All
of Buenos Aires signatures

invalidated

Affidavit:

N/A

Tatiana Approved Feb-22-2021 17:31:00 (UTC-03:00) City | BOOK Signed

Estrada of Buenos Aires

Affidavit:

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

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

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

(b) (6) N/A Feb-20-2021 17:12:08 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-17-2021 23:29:15 (UTC-03:00) City | BOOK Signed

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 is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Martina N/A Feb-12-2021 17:19:37 (UTC-03:00) City Edit - All
Davalli of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-08-2021 19:30:38 (UTC-03:00) City | BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.

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

(b) (6) N/A Feb-07-2021 11:14:39 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Feb-04-2021 20:34:48 (UTC-03:00) City | BOOK Signed
of Buenos Aires
Affidavit:
By my dated signature below, 1, (b) (6) , verify that all case report form pages accurately display the

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

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

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

Site No: 1231

Subject No: 12312996

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Feb-02-2021 12:18:45 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Jan-21-2021 23:48:55 (UTC-03:00) City | BOOK Signed
of Buenos Aires
Affidavit:
By my dated signature below, I, (b)(6) |, verify that al case report form pages accurately display the

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

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

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

(b) (6) N/A Dec-01-2020 12:31:34 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-17-2020 16:18:44 (UTC-03:00) City | BOOK Signed
Polack of Buenos Aires
Affidavit:
By my dated signature below, |1, 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 is to be the legally binding equivalent of my handwritten signature.

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

*** Confidential***
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Nov-17-2020 12:03:18 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
Fernando Approved Nov-16-2020 11:19:18 (UTC-03:00) City | BOOK Signed
Polack of Buenos Aires
Affidavit:

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

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

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

(b) (6) N/A Nov-16-2020 11:17:48 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Nov-05-2020 09:45:54 (UTC-03:00) City | BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.

To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History
Form Version: 22-Apr-2020 21:04 Form Status. Data Complete, Signed, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(b) (6) N/A Oct-31-2020 19:05:44 (UTC-03:00) City Edit - All
of Buenos Aires signatures
invalidated
Affidavit:
N/A
(b) (6) Approved Oct-22-2020 15:40:18 (UTC-03:00) City | BOOK Signed
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 is to be the legally binding equivalent of my handwritten signature.
To this| do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12312996

Generated By:

Form: COHORT SELECTION - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

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

Back to Form

1. Select appropriate response - Protocol version

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:29:57 (b) (6) 30 JUN 2020
(UTC-03:00) City of
Buenos Aires
2. Select appropriate response - What cohort does the subject belong to?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:29:57 (b) (6) STAGE 3 COHORTS
(UTC-03:00) City 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: 12312996
Generated By: (b) (4)

Form: MAIN INFORMED CONSENT - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

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

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

Back to Form

*** Confidential***

1. Consent Was.
Date Location User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:05 (b) (6) OBTAINED
(UTC-03:00) City of Date Written Consent Obt
Buenos Aires aned
Aug/21/2020
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Header Text: C4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

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

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Subject ID

Date L ocation User Value Reason
Aug-21-2020 18:16:28 | ACVOPFEINFP6000 |autocalc |DataEntry: Item copied from
(UTC-03:00) City of (autocalc) | 12312996 previous form
Buenos Aires

2. Birth Date:

Date L ocation User Value Reason
Aug-21-2020 ACVOPFEINFP6000 |autocalc |DataEntry: Enrollment Entry
18:16:23 (UTC-03:00) (autocalc) [(b) (6) 1998

City of Buenos Aires

3. Sex:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:13 (b) (6) FEMALE

(UTC-03:00) City of

Buenos Aires

4. Ethnicity:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:13 (b) (6) HISPANIC OR LATINO(A

(UTC-03:00) City of ) OR OF SPANISH ORIGI

Buenos Aires N

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

Date L ocation User Value Reason

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001

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

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:30:13 (b) (6) WHITE
(UTC-03:00) City of
Buenos Aires
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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

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

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

Subject No: 12312996
Generated By: (b) (4)

Back to Form

1. Date of Visit

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry
09:30:20 (b) (6) Aug/21/2020
(UTC-03:00) City 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

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

la

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (©) (6) Inclu 1

(UTC-03:00) City of sion

Buenos Aires Num

ber:

Crite Male or female parti

rion cipants between the

Desc agesof 18 and 55 ye

ripti ars, inclusive, 65 an

on: d85years, inclusive
, or 18 and 85 years,
inclusive, at random
ization (dependent u
pon study stage)

Crite YES

rion

met?

Crite INO1AQO
rion

ID: (

For

Pfize

r use

only)

1l.alnclusion Number:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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Header Text: C4591001
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Form Version: 21-Aug-2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

Trail History

Form Status. Data Complete, Locked, Frozen, Verified

Site No: 1231

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
09:30:29 (b) (4), 1
(UTC-03:00) City of (b) (6)
Buenos Aires
l.a Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Male or female participants
(UTC-03:00) City of between the ages of 18 and
Buenos Aires 55 years, inclusive, 65 and
85 years, inclusive, or 18 a
nd 85 years, inclusive, at ra
ndomization (dependent up
on study stage)
l.aCriterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () YES
(UTC-03:00) City of
Buenos Aires
l.aCriterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (O] INO1A00
(UTC-03:00) City of
Buenos Aires
1b
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
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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: 12312996 Subject Initials; ---

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

09:30:29 (b) (4), Inclu 2

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

Buenos Aires Num

ber:

Crite Participantswho ar

rion ewillingand ablet

Descr o comply with al s

iptio cheduled visits, vac

n: cination plan, labor
atory tests, lifestyle
considerations, and
other study procedu
res

Crite YES
rion

met?:

Crite INO2A00
rion |

D: (F

or Pfi

Zer u

seonl

y):
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Header Text: C4591001
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Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

1.b Inclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 2
(UTC-03:00) City of
Buenos Aires
1.b Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (®) (6) Participants who are willin
(UTC-03:00) City of g and able to comply with a
Buenos Aires [l scheduled visits, vaccinat

ion plan, laboratory tests, li

festyle considerations, and

other study procedures
1.b Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] YES
(UTC-03:00) City of
Buenos Aires
1.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) INO2A00
(UTC-03:00) City of
Buenos Aires
1lc
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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: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Inclu 3
(UTC-03:00) City of sion
Buenos Aires Num
ber:
Crite Hedlthy participants
rion who are determined
Descr by medical history,
iptio physical examinatio
n: n, and clinical judg
ment of the investig
ator to be eligible fo
rinclusion in the st
udy
Crite YES
rion
met?:
Crite INO3A0O
rion |
D: (F
or Pfi
zer u
seonl
y):
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Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

1.c Inclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 3
(UTC-03:00) City of
Buenos Aires
1.c Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Healthy participants who ar
(UTC-03:00) City of e determined by medical hi
Buenos Aires story, physical examination

, and clinical judgment of t

he investigator to be eligibl

efor inclusion in the study
1.c Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] YES
(UTC-03:00) City of
Buenos Aires
1.c Criterion I D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) INO3AQO
(UTC-03:00) City of
Buenos Aires

1d
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Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Inclu 4
(UTC-03:00) City of sion
Buenos Aires Num

ber:

Crite Capable of giving p

rion ersonal signedinfor

Descr med consent, which

iption includes complianc
e with the requirem
ents and restrictions
listedin the ICD an
d in this protocol

Crite YES
rion

met?:

Crite INO4AOO
rion |

D: (F

or Pfi

Zer u

seonl

y):
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Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

1.d Inclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 4
(UTC-03:00) City of
Buenos Aires
1.d Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Capable of giving personal
(UTC-03:00) City of signed informed consent, w
Buenos Aires hich includes compliance w
ith the requirements and res
trictionslisted inthe ICD a
nd in this protocol
1.d Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] YES
(UTC-03:00) City of
Buenos Aires
1.d Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) INO4AQ0
(UTC-03:00) City of
Buenos Aires
2.a
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Subject No: 12312996

Header Text: C4591001
Visit: V1 DAY1 VAXL 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: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exc 1
(UTC-03:00) City of usion
Buenos Aires Num
ber:
Crite Other medical or ps
rion ychiatric condition i
Desc ncl. recent (within p
riptio ast year) or active s
n: uicidal ideation/beh
avior/lab abnormalit
y that may increase
therisk of study par
ticipation
Crite NO
rion
met?
Crite EX01A00
rion
ID: (
For
Pfize
r use
only)
2.a Exclusion Number:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 1
(UTC-03:00) City of
Buenos Aires
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Site No: 1231

Subject No: 12312996

Generated By:

Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

2.a Criterion Description:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Other medical or psychiatri
(UTC-03:00) City of ¢ condition incl. recent (wit
Buenos Aires hin past year) or active suic

idal ideation/behavior/lab a

bnormality that may increas

etherisk of study participa

tion
2.a Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.aCriterion 1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () EX01A00
(UTC-03:00) City of
Buenos Aires
2b
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclus 2
(UTC-03:00) City of ion Nu
Buenos Aires mber:
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Header Text: C4591001
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Site No: 1231

Subject No: 12312996
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

Criteri Known infection

on Des with human immu

criptio nodeficiency virus

n: (HIV), hepatitis C
virus (HCV), or he
patitis B virus (H
BV)

Criteri NO

on met

?.

Criteri EX02A00

on ID:

(For P

fizer u

seonly

):
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Header Text: C4591001
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Form Version: 21-Aug-

Site No: 1231

Subject No: 12312996
Generated By:

2020 02:50

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit
Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

2.b Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 2
(UTC-03:00) City of
Buenos Aires
2.b Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) K nown infection with hum
(UTC-03:00) City of an immunodeficiency virus
Buenos Aires (HIV), hepatitis C virus (H

CV), or hepatitis B virus (H

BV)
2.b Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.b Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX02A00
(UTC-03:00) City of
Buenos Aires
2.c
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Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclu 3
(UTC-03:00) City of sion
Buenos Aires Num

ber:

Crite History of severea

rion dversereaction ass

Descr ociated with avacci

iption ne and/or severe all
ergic reaction (eg, a
naphylaxis) to any
component of the st
udy intervention(s)

Crite NO

rion

met?:

Crite EX03A00

rion |

D: (F

or Pfi

zer u

seonl

y):
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Subject No: 12312996
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: ---

(b) (4)

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

2.c Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (B)(6) 3
(UTC-03:00) City of
Buenos Aires
2.c Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) History of severe adverser
(UTC-03:00) City of eaction associated with ava
Buenos Aires ccine and/or severe dlergic

reaction (eg, anaphylaxis) t

0 any component of the stu

dy intervention(s)
2.c Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.c Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX03A00
(UTC-03:00) City of
Buenos Aires

2.d
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Site No: 1231

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

Trail History

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () Exclusion 4

(UTC-03:00) City of Number:

Buenos Aires

Criterion Receipt of med

Descriptio icationsintend

n: ed to prevent C
OVID-19

Criterion NO
met?:
Criterion EX04A00

ID: (For
Pfizer use

only):
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Subject No: 12312996

Generated By:

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: ---

(b) (4)

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

2.d Exclusion Number:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) 4

(UTC-03:00) City of

Buenos Aires

2.d Criterion Description:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (®) (6) Receipt of medicationsinte

(UTC-03:00) City of nded to prevent COVID-19

Buenos Aires

2.d Criterion met?

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2.d Criterion ID: (For Pfizer use only)

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) EX04A00

(UTC-03:00) City of

Buenos Aires

2.e

Date L ocation User Value Reason
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):

SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclu 8
(UTC-03:00) City of sion
Buenos Aires Num
ber:
Crite Immunocompromis
rion edindividuaswith
Descr known or suspected
iption immunodeficiency,
: as determined by hi
story and/or |aborat
ory/physical exami
nation
Crite NO
rion
met?:
Crite EX08A00
rion |
D: (F
or Pfi
zer us
eonly
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Generated By: (b) (4)
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Trail History

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

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

2.e Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (B)(6) 8
(UTC-03:00) City of
Buenos Aires
2.e Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (®) (6) Immunocompromised indiv
(UTC-03:00) City of iduals with known or suspe
Buenos Aires cted immunodeficiency, as

determined by history and/

or laboratory/physical exa

mination
2.e Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] NO
(UTC-03:00) City of
Buenos Aires
2.e Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX08AQ0
(UTC-03:00) City of
Buenos Aires

2.f
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Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclu 10
(UTC-03:00) City of sion
Buenos Aires Num

ber:

Crite Bleeding diathesis

rion or condition associa

Descr ted with prolonged

iption bleeding that would
, inthe opinion of t
he investigator, con
traindicate intramus
cular injection

Crite NO

rion

met?:

Crite EX10A00

rion |

D: (F

or Pfi

Zer us

eonly

):
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Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

2.f Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (B)(6) 10
(UTC-03:00) City of
Buenos Aires
2.f Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (®) (6) Bleeding diathesis or condi
(UTC-03:00) City of tion associated with prolon
Buenos Aires ged bleeding that would, in

the opinion of theinvestiga

tor, contraindicate intramus

cular injection
2.f Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] NO
(UTC-03:00) City of
Buenos Aires
2.f Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX10A00
(UTC-03:00) City of
Buenos Aires

24
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

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

Subject No: 12312996

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: ---

Criterion D Women who
escription: are pregnant

or breastfeedi
ng
Criterion  NO
met?:
Criterion | EX11A00
D: (For Pfi
zer use onl
y):

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

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Excluson 11

(UTC-03:00) City of Number:

Buenos Aires

*** Confidential***

Page 183 of 361

FDA-CBER-2021-5683-0872520




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visgit: 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: 12312996 Subject Initials; ---

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

2.9 Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 11

(UTC-03:00) City of

Buenos Aires

2.9 Criterion Description:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Women who are pregnant o

(UTC-03:00) City of r breastfeeding

Buenos Aires

2.g Criterion met?

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2.g Criterion I1D: (For Pfizer use only)

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) EX11A00

(UTC-03:00) City of

Buenos Aires

2.h

Date L ocation User Value Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit
Trail History

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

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

Subject No: 12312996 Subject Initials; ---

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

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 ®) ) Exclusion 12

(UTC-03ZOO) City of Number:

Buenos Aires

Criterion Previousvacci

Descriptio nation with an

n: y coronavirus
vaccine

Criterion NO

met?:

Criterion EX12A00

ID: (For P

fizer useo

nly):
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Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996

Generated By:

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: ---

(b) (4)

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

2.h Exclusion Number:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) 12

(UTC-03:00) City of

Buenos Aires

2.h Criterion Description:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) Previous vaccination with a

(UTC-03:00) City of ny coronavirus vaccine

Buenos Aires

2.h Criterion met?

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2.h Criterion 1D: (For Pfizer use only)

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) EX12A00

(UTC-03:00) City of

Buenos Aires

2.

Date L ocation User Value Reason
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Site No: 1231

Form Version: 21-Aug-2020 02:50

Subject No: 12312996

Header Text: C4591001
Visit: V1 DAY1 VAXL 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: ---

Criteri Subjectswho rece

on Des ive immunosuppr

criptio essivetherapy, su

n: ch as cytotoxic ag
ents or systemic c
orticosteroids

Criteri NO

on met

2

Criteri EX13A01

on ID:

(For Pf

izer us

eonly)

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

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclusi 13

(UTC-03ZOO) City of on Nu

Buenos Aires mber:
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

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

Subject No: 12312996
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-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (B)(6) 13
(UTC-03:00) City of
Buenos Aires
2.i Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Subjects who receive immu
(UTC-03:00) City of nosuppressive therapy, such
Buenos Aires as cytotoxic agents or syste

mic corticosteroids

2.i Criterion met?

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFPE000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2.i Criterion I1D: (For Pfizer use only)

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:30:29 (b) (6) EX13A01

(UTC-03:00) City of

Buenos Aires

2,

Date Location User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit
Trail History
Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Exclu 15
(UTC-03:00) City of sion
Buenos Aires Num
ber:

Crite Receipt of blood/pl

rion asmaproductsor i

Descr mmunoglobulin, fr

iption om 60 days before
study intervention a
dministration or pla
nned receipt throug
hout the study

Crite NO

rion

met?:

Crite EX14A01
rion |

D: (F

or Pfi

Zer us

eonly

):
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

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

Subject No: 12312996
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

Trail History

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

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

2.j Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (B)(6) 15
(UTC-03:00) City of
Buenos Aires
2. Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (®) (6) Receipt of blood/plasma pr
(UTC-03:00) City of odugcts or immunoglobulin,
Buenos Aires from 60 days before studly i

ntervention administration

or planned receipt througho

ut the study
2.j Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 O] NO
(UTC-03:00) City of
Buenos Aires
2.j Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX14A01
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

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

Subject No: 12312996
Generated By: (b) (4)

Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit

Trail History

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

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

Back to Form

r:

Criter Participationin ot

ion De her studies involvi

scripti ng study interventi

on:  onwithin 28 days
prior to study entr
y and/or during stu
dy participation

Criter NO

ionm

et?:

Criter EX15A01

ion 1D

. (For

Pfizer

use on

Iy):

2k

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () (6) Exclu 16

(UTC-03:00) City of sion N

Buenos Aires umbe
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Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996

Generated By:

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: ---

(b) (4)

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

2.k Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (0) (6) 16
(UTC-03:00) City of
Buenos Aires
2.k Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Participation in other studi
(UTC-03:00) City of esinvolving study interven
Buenos Aires tion within 28 days prior to

study entry and/or during s

tudy participation
2.k Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.k Criterion ID: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) EX15A01
(UTC-03:00) City of
Buenos Aires
21
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Site No: 1231

Subject No: 12312996
Generated By:

Header Text: C4591001
Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

(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

Date

L ocation

User

Value

Reason

Aug-22-2020
09:30:29
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4),

(b) (6)

Data Entry:

Exclus
on Nu
mber ;

Criteri
on Des
criptio
n:

Criteri
on met
?:

Criteri
onID:
(For Pf
izer us
eonly):

17

Previous particip
ation in other stu
diesinvolving stu
dy intervention c
ontaining lipid na
noparticles

NO

EX16A01

Initial Entry
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Page 193 of 361

FDA-CBER-2021-5683-0872530




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

2.1 Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) 17
(UTC-03:00) City of
Buenos Aires
2.1 Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Previous participation in ot
(UTC-03:00) City of her studiesinvolving study
Buenos Aires intervention containing lipi
d nanoparticles

2.1 Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.1 Criterion I1D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (0) (6) EX16A01
(UTC-03:00) City of
Buenos Aires
2m
Date L ocation User Value Reason
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Header Text: C4591001

Visgit: 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: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
09:30:29 (0) (6) Exc 22
(UTC-03:00) City of usion
Buenos Aires Num
ber:

Crite Investigator site sta
rion ff or Pfizer employe
Desc esdirectly involved
ripti inthe conduct of th
on: estudy, site staff ot
herwise supervised
by the investigator,
and their respective
family members

Crite NO
rion
met?

Crite EX21A01
rion

ID: (

For

Pfize

r use

only)

Page 195 of 361

*** Confidential***
FDA-CBER-2021-5683-0872532




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:50

Site No: 1231

Subject No: 12312996
Generated By:

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: ---

(b) (4)

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

2.m Exclusion Number:

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () (6) 22
(UTC-03:00) City of
Buenos Aires
2.m Criterion Description:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) Investigator site staff or Pfi
(UTC-03:00) City of zer employees directly inv
Buenos Aires olved in the conduct of the

study, site staff otherwise s

upervised by the investigat

or, and their respective fam

ily members
2.m Criterion met?
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
2.m Criterion | D: (For Pfizer use only)
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:29 () (6) EX21A01
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Date of Completion/Discontinuation/Death

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:38 (b) (6) Aug/21/2020

(UTC-03:00) City of

Buenos Aires

2. Phase of Disposition:

Date L ocation User Value Reason
Aug-22-2020 09:30:38 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENING
Buenos Aires
3. Status:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:30:38 (b) (6) COMPLETED
(UTC-03:00) City 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: 12312996

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

Generated By:

(b) (4)

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

Back to Form

la
Date L ocation User Value Reason
Oct-14-2020 16:22:27 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Line/MH Numbe 1
Buenos Aires r

Medical History asthma

Term:

Start Date: Aug/23/2

004

Ongoing: YES
l.aLineg/MH Number:
Date L ocation User Value Reason
Oct-14-2020 16:22:27 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |1
Buenos Aires
1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:22:27 Davalli asthma
(UTC-03:00) City of (b) (4)
Buenos Aires
l.a Start Date:
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:22:27 Davali Aug/23/2004
(UTC-03:00) City of (b) (4)
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires
1.aOngoing:
Date L ocation User Value Reason
Oct-14-2020 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
16:22:27 Davalli YES
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: V1_DAY1 VAX1 L
Form Version: 21-Aug-2020 02:51

SiteNo: 1231

Subject No: 12312996
Generated By:

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

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Date:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:15 (b) (6) Aug/21/2020

(UTC-03:00) City of

Buenos Aires

2. Weight:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:15 (b) (6) 46.0

(UTC-03:00) City of

Buenos Aires

3. Unit;

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry

09:31:15 (b) (6) kg

(UTC-03:00) City of

Buenos Aires

4. Height:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:15 (b) (6) 160.0

(UTC-03:00) City of

Buenos Aires

5. Unit:

Date L ocation User Value Reason
Page 200 of 361

*** Confidential***
FDA-CBER-2021-5683-0872537




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visgit: V1 DAY1 VAX1 L

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

Subject No: 12312996

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

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

Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:15 (b) (6) cm
(UTC-03:00) City of
Buenos Aires
6. Body Mass I ndex:
Date L ocation User Value Reason
Aug-22-2020 09:31:15 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 18.0
Buenos Aires
7.a
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:15 o) Record Identif 1
(UTC-O3ZOO) City of ier::
Buenos Aires Temperature. 36.9

Temperature C

Unit:

Temperature ORAL C

L ocation:: AVITY
7.a Record | dentifier:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:15 (b) (6) 1
(UTC-03:00) City of
Buenos Aires
7.a Temperature:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry

*** Confidential***
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

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

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

Subject No: 12312996 Subject Initials; ---

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

09:31:15 (b) (4), 36.9

(UTC-03:00) City of (0) (6)

Buenos Aires

7.a Unit:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:15 (b) (6) C

(UTC-03:00) City of

Buenos Aires

7.a Temperature Location:

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:15 (b) (6) ORAL CAVITY
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
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

(UTC-03:00) City of
Buenos Aires

1. Lab Pand:

Date L ocation User Value Reason
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALY SIS

Buenos Aires

2. Lab Sub-Pand:

Date L ocation User Value Reason
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | PREGNANCY

3. Collection Date:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:26 (b) (6) Aug/21/2020

(UTC-03:00) City of

Buenos Aires

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | STUDY SITE

5. Specimen Type:

Date L ocation

| User | Value Reason

*** Confidential***
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

Trail History

Form: LAB URINALY SIS - PREGNANCY TEST - eCRF Audit

Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Def 113
Buenos Aires ined | dentifi

er:

Test:: Choriogonadot

ropin Beta PX
113

Result:: NEGATIVE

Not Done::
6.a Sponsor ID:
Date Location User Value Reason
Aug-22-2020 09:31:26 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:26 (b) (6) Choriogonadotropin Beta_
(UTC-03:00) City of PX113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

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

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:26 (b) (6) NEGATIVE
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V1 DAY1 VAX1 L

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

Subject No: 12312996
Generated By: (b) (4)

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

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

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

Back to Form

1. Randomization Date :

Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:33 (b) (6) Aug/21/2020
(UTC-03:00) City of
Buenos Aires
2. Randomization Number:
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:33 (b) (6) 61429
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V1 DAY1 VAX1 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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 10:12:56 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Aug-23-2020 10:12:56 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Aug-23-2020 ACVOPFEINFP6000 |auto query |[Query 1: Deleted Close Auto

18:41:08 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

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

10:12:56 (autoquery) Collected? is

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

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

Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

10:12:56 (b) (6) YES

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

Buenos Aires
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

‘ | Aug/21/2020
5a
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:08 (®) ) Sample |D: BHY5V4
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:08 () (6) BHY5V4
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
18:41:17 (b) (6) Sample ID: BHY5V5
(UTC-03:00) City of
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:17 (b) (6) BHY5V5
(UTC-03:00) City of
Buenos Aires
5.c
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Header Text: C4591001
Visit: V1 DAY1 VAXL L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:30 (b) (6) Sample|D: BHY5V6
(UTC-03:00) City of
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
18:41:30 (b) (6) BHY5V6
(UTC-03:00) City of
Buenos Aires
5.d
Date L ocation User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:03:03 (©) 6) Sample |D: BMIFS
(UTC-03:00) City of
Buenos Aires
5.d Sample D
Date L ocation User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:03:03 (b) (6) BMOFS
(UTC-03:00) City of
Buenos Aires
5.e
Date L ocation User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
20:03:10 Sample |D: BJASFT
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Header Text: C4591001

Visit: V1 DAY1 VAXL L

Form Version: 22-Apr-2020 21.03

Site No: 1231

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 No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4)
Buenos Aires
5.e Sample D
Date Location User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:03:10 (b) (6) BMOFT
(UTC-03:00) City of
Buenos Aires
5.f
Date L ocation User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:03:20 (®) (6) Sample |D: BH9DZ
(UTC-03:00) City of
Buenos Aires
5.f Sample D
Date L ocation User Value Reason
Sep-07-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
20:03:20 (b) (6) BM9DZ
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Aug-23-2020 10:13:12 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Aug-23-2020 10:13:12 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 |auto query | Query 1: Closed Close Auto
14:03:35 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Aug-24-2020 ACVOPFEINFP6000 | (b) (4), Query 1: Opened '‘Sample
02:54:01 (b) (6) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Aug-23-2020 ACVOPFEINFP6000 |autoquery |Query 1: Candidate ‘Sample
10:13:12 (autoquery) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
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Header Text: C4591001
Visgit: V1 DAY1 VAX1 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: ---

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
entered. Please
review and
correct as
appropriate.
Aug-23-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:12 (b) (6) YES
(UTC-03:00) City of Date of Collection:
Buenos Aires
Aug/21/2020
5.a
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:03:35 (b) (6) Sample 1D: BHY64Z
(UTC-03:00) City of
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Aug-25-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:03:35 (b) (6) BHY64Z
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

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

SiteNo: 1231

Subject No: 12312996

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

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:47 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Aug-22-2020 09:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | BLINDED THERAPY

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Aug-22-2020 09:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:47 (b) (6) Aug/21/2020 18:51

(UTC-03:00) City of

Buenos Aires

5. Anatomical Location:

Date L ocation | User |Val ue Reason
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Header Text: C4591001

Visit: V1 DAY1 VAX1 L Form: VACCINATION - eCRF Audit Trail History

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

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

Subject No: 12312996 Subject Initials; ---

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

Aug-22-2020 09:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason

Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

09:31:47 (b) (6) LEFT

(UTC-03:00) City of

Buenos Aires

7. Route:

Date L ocation User Value Reason

Aug-22-2020 09:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Aug-22-2020 09:31:47 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIE

Buenos Aires D OBSERVATION 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-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:47 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
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SiteNo: 1231

Generated By:

Subject No: 12312996

Header Text: C4591001
Visit: V1 DAY1 VAX1 L
Form Version: 06-Jul-2020 21:53

Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---
(b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Back to Form

*** Confidential***

1. Select appropriate response - Reactogenicity diary collection
Date L ocation User Value Reason
Aug-22-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:31:52 e NO - REACTOGENICITY
(UTC-03:00) City of E-DIARY NOT COLLECT
Buenos Aires ED FOR 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: 12312996
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-10-2020 13:41:54 | ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) Sep/10/2020
Buenos Aires
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Visit: V2 VAX2 L

SiteNo: 1231

Generated By:

Form Version: 21-Aug-2020 02:51

Subject No: 12312996

Header Text: C4591001

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; ---

(b) (4)

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

Back to Form

*** Confidential***

1. Date:
Date L ocation User Value Reason
Sep-10-2020 13:42:02 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) Sep/10/2020
Buenos Aires
2.a
Date L ocation User Value Reason
Sep-10-2020 13:42:02 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ©) Record Identif 1
Buenos Aires jer:

Temperature: 37.1

Temperature C

Unit:

TemperatureL ORAL CA

ocation:: VITY
2.a Record I dentifier:
Date L ocation User Value Reason
Sep-10-2020 13:42:02 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) 1
Buenos Aires
2.a Temperature:
Date L ocation User Value Reason
Sep-10-2020 13:42:02 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) 37.1
Buenos Aires
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Header Text: C4591001

Visit: V2 VAX2 L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

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

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

Subject No: 12312996 Subject Initials; ---

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

2.aUnit:

Date L ocation User Value Reason

Sep-10-2020 13:42:02 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry

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

Buenos Aires

2.a Temperature Location:

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason
Sep-10-2020 13:42:02 | ACVOPFEINFP6000 |[/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) ORAL CAVITY
Buenos Aires

Page 218 of 361

*** Confidential***
FDA-CBER-2021-5683-0872555
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Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12312996
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

(UTC-03:00) City of
Buenos Aires

1. Lab Pand:

Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALY SIS

Buenos Aires

2. Lab Sub-Pand:

Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

(autocalc) | PREGNANCY

3. Collection Date:

(UTC-03:00) City of
Buenos Aires

Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Sep/10/2020

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | STUDY SITE

5. Specimen Type:

(UTC-03:00) City of

Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(autocalc) | URINE

*** Confidential***
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

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

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires ‘ |
6.a
Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Def 113
Buenos Aires ined I dentifi

er:

Test:: Choriogonadot

ropin Beta PX
113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Choriogonadotropin Beta P
Buenos Aires X113
6.a Result:
Date L ocation User Value Reason
Sep-10-2020 13:42:13 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) NEGATIVE
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V2_VAX2 L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Sep-10-2020 13:42:23 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Sep-10-2020 13:42:23 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Sep-10-2020 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto

15:10:16 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Sep-10-2020 ACVOPFEINFP6000 |autoquery |Query 1: Candidate ‘Sample

13:42:23 (autoquery) Collected? is

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

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

Sep-10-2020 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

13:42:23 ®) YES

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

Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

‘ ‘ Sep/10/2020
5.a
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
15:10:16 (b) (4) Sample|D: BP23VP
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Sep-10-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
15:10:16 (b) (4) BP23VP
(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
SiteNo: 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 Initials; ---
Generated Time (GMT): 29-Mar-2021 20:20

Subject No: 12312996

Generated By: (b) (4)

Back to Form

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

1. Wasthere atemporary delay of vaccination?
Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BLINDED THERAPY
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4. Dose Date Time:
Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) Sen/10/2020 12:23
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires

Page 223 of 361

*** Confidential***
FDA-CBER-2021-5683-0872560
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Header Text: C4591001

Visit: V2 VAX2 L

Form Version: 22-Apr-2020 21:04

Site No: 1231

Subject No: 12312996

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

6. Body Side:

Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Sep-10-2020 13:42:35 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | THE PROTOCOL SPECIFIE

Buenos Aires

D OBSERVATION 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-10-2020 13:42:35 | ACVOPFEINFP6000 |/ (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) YES
Buenos Aires
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Header Text: C4591001

Visit: V3_MONTH1 POSTVAX2 L
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

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; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Oct-12-2020 15:22:52 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/12/2020
Buenos Aires
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Header Text: C4591001
Visit: V3 MONTH1 POSTVAX2 L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

Oct-12-2020 15:19:56 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Oct-12-2020 15:19:56 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Oct-12-2020 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto

15:20:07 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Oct-12-2020 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample

15:19:56 (autoquery) Collected? is

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

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

Oct-12-2020 ACVOPFEINFP6000 |Alan Colombo |DataEntry: Initial Entry

15:19:56 (b) (4) YES

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

Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct/12/2020

5a
Date L ocation User Value Reason
Oct-12-2020 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
15:20:07 (b) (4) Sample |D: BPT7HH
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Oct-12-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
15:20:07 (b) (4) BPT7HH
(UTC-03:00) City of
Buenos Aires
5.b
Date L ocation User Value Reason
Oct-12-2020 17:14:44 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Sample 1D: BRXTM7
Buenos Aires
5.b SampleID
Date L ocation User Value Reason
Oct-12-2020 17:14:44 | ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) BRXTM7
Buenos Aires
5.c
Date L ocation User Value Reason
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V3_ MONTH1_POSTVAX2_L

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-12-2020 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
17:18:59 (b) (4) Sample |D: BRXTLK
(UTC-03:00) City of
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Oct-12-2020 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
17:18:59 (b) (4) BRXTLK
(UTC-03:00) City of
Buenos Aires
Page 228 of 361

*** Confidential***
FDA-CBER-2021-5683-0872565




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit; POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

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

Subject No: 12312996

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Closed Data updated.

04:15:53 (b) (6)

(UTC-03:00) City of

Buenos Aires

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), (0) (6) | Query 3: Answered Information has

16:54:13 been updated.

(UTC-03:00) City of Thanks

Buenos Aires

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Reissued:Open | DM Re-Query:

13:22:30 (b) (6) ed Please complete

(UTC-03:00) City of the missing

Buenos Aires HEALTH CARE
UTILIZATION
form . if thereis
no data to enter ,
please add aform
level comment as
Not applicable.

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Answered Information has

10:23:33 () (6) been updated.

(UTC-03:00) City of Thanks

Buenos Aires

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 3: Opened DM: Kindly

05:39:48 consider to update

(UTC-03:00) City of missing HEALTH

Buenos Aires CARE
UTILIZATION
formor else
clarify. Thank
you.

Page
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Header Text: C4591001

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

Visit on Oct/29/2020

Form Version: 22-Apr-2020 21.03

Site No: 1231

Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Oct-31-2020 ACVOPFEINFP6000 | auto query Query 1: Deleted Close Auto Query

19:16:07 (autoquery)

(UTC-03:00) City of

Buenos Aires

Oct-31-2020 ACVOPFEINFP6000 | auto query Query 2: Deleted Close Auto Query

19:00:27 (autoquery)

(UTC-03:00) City of

Buenos Aires

Oct-31-2020 ACVOPFEINFP6000 | auto query Query 2: Candidate Date of Visitis

19:05:43 (autoquery) completed but

(UTC-03:00) City of Date of

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

Oct-31-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate Date of Visitis

19:05:43 (autoquery) completed but

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

Buenos Aires in both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:05:43 (b) (6) Oct/29/2020

(UTC-03:00) City of

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason

Oct-31-2020 19:05:43 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Header Text: C4591001

Visit on Oct/29/2020
Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

Visit: POT_COVID_ILL 1- Unscheduled 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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (autocalc) | COVID_A
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 10-Oct-2020 16:02

Site No: 1231

Subject No: 12312996

Generated By:

eCRF Audit Trail History

Form: SIGNSAND 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; ---

(b) (4)

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

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-03-2020 ACVOPFEINFP6000 | ®) Query 1. Closed Response

19:28:51 o satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Query 1. Answered Subject has been

10:16:44 (b) (6) hospitalized as

(UTC-03:00) City of part of potential

Buenos Aires Covid IlIness

Nov-02-2020 ACVOPFEINFPE000 |/ (b) (4), (b) (6) | Query 1: Opened Per source

00:09:55 document

(UTC-03:00) City of subject was

Buenos Aires hospitalized ,
please review
and update this
information into
AELOg

Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:09:27 (b) (6) Oct/29/2020

(UTC-03:00) City of

Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason

Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

19:09:27 (b) (6) Oct/21/2020

(UTC-03:00) City of

Buenos Aires

3. Symptoms Ongoing?
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version; 10-Oct-2020 16:02

Site No: 1231

eCRF Audit Trail History

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12312996 Subject Initials; ---

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

Date L ocation User Value Reason

Feb-04-2021 ACVOPFEINFP6000 | (D) (4). Query 1: Closed Response

15:24:56 () (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Feb-04-2021 ACVOPFEINFP6000 | auto query Query 1. Answered New Information

10:07:39 (autoquery)

(UTC-03:00) City of

Buenos Aires

Feb-04-2021 ACVOPFEINFP6000 |Martina Data Entry: New Information

10:07:39 Davalli NO

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

Buenos Aires Resolved:

Nov/8/2020

Feb-03-2021 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: Next visit

03:47:13 ) should be

(UTC-03:00) City of entered only if

Buenos Aires al the symptoms
at thisvisit
resolved. If
resolved, please
review and
update the date
of last symptom
resolved as
appropriate. If
not, please move
details from next
visit into this
visit. Thank you.

Oct-31-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

19:09:27 e YES

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

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

Visit on Oct/29/2020

Form Version; 10-Oct-2020 16:02

Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.a
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 () (6) Symptoms FEVE
(UTC-03:00) City of R
Buenos Aires Symptom Presen NO

t:
4.a Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) FEVER
(UTC-03:00) City of
Buenos Aires
4.a Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.b
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
190927 CAC) Sympto  NEW OR INCR
(UTC-03:00) City of ms: EASED COUG
Buenos Aires H

Sympto NO

m Presen

t:
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Oct/29/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.b Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NEW OR INCREASED C
(UTC-03:00) City of OUGH
Buenos Aires
4.b Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFPE000 |/(b) (4, Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.c
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
190927 CAC) Sympt NEW OR INCRE
(UTC-03:00) City of oms. ASED SHORTNE
Buenos Aires SS OF BREATH

Sympt YES

om Pre

sent:
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Header Text: C4591001

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

Visit on Oct/29/2020

Form Version; 10-Oct-2020 16:02

Site No: 1231

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.c Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NEW OR INCREASED S
(UTC-03:00) City of HORTNESS OF BREATH
Buenos Aires
4.c Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) YES
(UTC-03:00) City of
Buenos Aires
4d
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19:09:27 ®)® Symptoms: CHILL
(UTC-03:00) City of S
Buenos Aires Symptom Presen NO
t:

Page 236 of 361

*** Confidential***
FDA-CBER-2021-5683-0872573




Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

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

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Site No: 1231

Subject No: 123129

Form Version; 10-Oct-2020 16:02

Form Status. Data Complete, Frozen, Not Complete

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

Cosme Argerich
Subject Initials: ---

96

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.d Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) CHILLS
(UTC-03:00) City of
Buenos Aires
4.d Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4e
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19.0927 ®)® Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED MUSCL
Buenos Aires E PAIN

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Oct/29/2020

Form Version; 10-Oct-2020 16:02

Site No: 1231

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.e Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NEW OR INCREASED M
(UTC-03:00) City of USCLE PAIN
Buenos Aires
4.e Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.f
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19.0927 ®)® Sympto NEW LOSS OF
(UTC-03:00) City of ms: TASTE OR SM
Buenos Aires ELL
Sympto NO
m Prese
nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Oct/29/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.f Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NEW LOSS OF TASTE O
(UTC-03:00) City of R SMELL
Buenos Aires
4.f Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFPE000 |/(b) (4, Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
44
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19.0927 ®)® Sympto NEW OR INCR
(UTC-03:00) City of ms: EASED SORE T
Buenos Aires HROAT

Sympto NO

m Prese

nt:
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Header Text: C4591001

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

Visit on Oct/29/2020

Form Version; 10-Oct-2020 16:02

Site No: 1231

eCRF Audit Trail History
Form Status. Data Complete, Frozen, Not Complete

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.9 Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NEW OR INCREASED S
(UTC-03:00) City of ORE THROAT
Buenos Aires
4.9 Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.h
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19:09:27 ®)® Symptoms:  DIARRH
(UTC-03:00) City of EA
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Oct/29/2020 eCRF Audit Trail History
Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.h Symptoms:;
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) DIARRHEA
(UTC-03:00) City of
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFPE000 |/(b) (4, Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
4.
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19:09:27 ®)® Symptoms.  VOMITI
(UTC-03:00) City of NG
Buenos Aires Symptom Pres NO
ent:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 10-Oct-

Site No: 1231

eCRF Audit Trail History

2020 16:02

Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Form Status. Data Complete, Frozen, Not Complete

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.i Symptoms:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) VOMITING
(UTC-03:00) City of
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:09:27 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
5a
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19:09:44 CAC) Symptoms - Oth wheezin
(UTC-03:00) City of er: g
Buenos Aires
5.a Symptoms - Other Text:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response
16:08:42 ®) satisfies query
(UTC-03:00) City of
Buenos Aires
Nov-04-2020 ACVOPFEINFP6000 | (b) (4). Query 1: Answered Data has already
15:14:40 (b) (6) been updated
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

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

Visit on Oct/29/2020 eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status. Data Complete, Frozen, Not Complete

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened CRA: according

12:40:52 ®) medical chart,

(UTC-03:00) City of patient reported

Buenos Aires Fatigue as well.
Please verify
and include.
Thanks.

Oct-31-2020 ACVOPFEINFP6000 | /(b) (4), Data Entry: Initial Entry

19:09:44 (b) (6) wheezing

(UTC-03:00) City of

Buenos Aires

5b

Date L ocation User Value Reason

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

15:13:50 () (6) Symptoms - Oth Fatigu

(UTC-O3IOO) City of er: e

Buenos Aires

5.b Symptoms - Other Text:

Date L ocation User Value Reason

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

15:13:50 (b) (6) Fatigue

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

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

Date

L ocation

User

Value

Reason

Oct-31-2020 19:06:49
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4).

(b) (6)

Form Created
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

Visit on Oct/29/2020 History

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

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Actual Date of Collection:

Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:06:49 (b) (6) Oct/29/2020

(UTC-03:00) City of

Buenos Aires

2. Specimen Type:

Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:06:49 (b) (8) SWABBED MATERIAL

(UTC-03:00) City of

Buenos Aires

3. Specimen Collection Location:

Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:06:49 (b) (6) NASOPHARY NX

(UTC-03:00) City of

Buenos Aires

4. Assay Code and Description:

Date L ocation User Value Reason
Oct-31-2020 19:06:49 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SY
Buenos Aires NDROME CORONAVIRUS
2

5. Device Type:
Date L ocation | User |Val ue Reason
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Header Text: C4591001

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

Visit on Oct/29/2020
Form Version: 06-Jul-2020 21:54

Site No: 1231

Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Oct-31-2020 19:06:49 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTI
Buenos Aires CTEST
6. Trade Name:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Closed done
16:47:37
(UTC-03:00) City of
Buenos Aires
Nov-02-2020 ACVOPFEINFPG000 | auto query Query 1: Answered Initial Entry
14:14:06 (autoquery)
(UTC-03:00) City of
Buenos Aires
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:14:06 (b) (6) ATILA BIOSYSTEMS
(UTC-03:00) City of IAMP COVID-19 DET
Buenos Aires ECTION KIT
Nov-01-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Opened Please complete
23:49:55 thisinformation
(UTC-03:00) City of
Buenos Aires
7. Test Result:
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:06:49 (b) (6) NEGATIVE
(UTC-03:00) City of
Buenos Aires
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Visit on Oct/29/2020

Site No: 1231

Subject No: 12312996
Generated By:

Form Version: 22-Apr-2020 21.03

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

SELF - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-31-2020 19:15:37 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-31-2020 19:15:37 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:15:37 (b) (6) NO

(UTC-03:00) City of

Buenos Aires

4. 1f no sample was col

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

*** Confidential***

Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
19:15:37 (b) (6) Sample collected by ateam
(UTC-03:00) City of physician
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID _ILL 1-Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Visit on Oct/29/2020 eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Oct-31-2020 19:16:07 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Oct-31-2020 19:16:07 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto
08:48:58 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Nov-02-2020 ACVOPFEINFP6000 | () (4), (b) Query 1: Opened 'Sample
07:48:15 ) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Oct-31-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate '‘Sample
19:16:07 (autoquery) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
Page 248 of 361

*** Confidential***
FDA-CBER-2021-5683-0872585




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: POT_COVID_ILL 1- Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Visit on Oct/29/2020 eCRF Audit Trail History
Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
entered. Please
review and
correct as
appropriate.
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:16:07 (0) (6) YES
(UTC-03:00) City of Date of Collection:
Buenos Aires
Oct/29/2020
5a
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:48:58 ©)(® Sample |D: BPTSOM
(UTC-03:00) City of
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
08:48:58 (b) (6) BPTSOM
(UTC-03:00) City of
Buenos Aires
Page 249 of 361

*** Confidential***
FDA-CBER-2021-5683-0872586



090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996

Generated By:

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

la
Date Location User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:53:43 ®)® Type of Practitio SPECI
(UTC-03:00) City of ner: ALIST
Buenos Aires Occurrenceof V NO

isitsor Contacts
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 (®) ) Type of Practitio SPECI
(UTC-O3ZOO) City of ner: ALIST
Buenos Aires Occurrence of V

isitsor Contacts
l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 (b) (6) SPECIALIST
(UTC-03:00) City of
Buenos Aires
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
16:53:43 (b) (6) NO
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1b
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFPG000 | (b) (4). Data Entry: Initial Entry
165343 (0) (6) Type of Pra EMERGEN
(UTC-03:00) City of ctitioner: CY ROOM
Buenos Aires Occurrence YES

of Visitsor  Number of

Contacts: Visitsor C

ontacts:
1

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
101356 (b) (6) Type of Practi EMERGE
(UTC-03:00) City of tioner: NCY RO
Buenos Aires oM

Occurrence of

Visitsor Cont

acts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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
Nov-02-2020 ACVOPFEINFP6000 (b) (4), Data Entry: Initial Entry
10:13:56 (b) (6) EMERGENCY ROOM
(UTC-03:00) City of
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry
16:53:43 (b) (6) YES
(UTC-03:00) City of Number of Misits or Conta
Buenos Aires cts:

1
1.c
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry
08:42:44 _ Typeof Pra PRIMARY
(UTC-03:00) City of ctitioner:  CARE PHY
Buenos Aires SICIAN

Occurrence NO

of Visitsor

Contacts:
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
101356 (®) (®) Typeof Pra PRIMARY
(UTC-03:00) City of ctitioner:  CARE PHY
Buenos Aires SICIAN

Occurrence

of Visitsor

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

*** Confidential***

Subject No: 12312996 Subject Initials; ---

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

1.c Physician or Healthcare Professional:

Date L ocation User Value Reason

Nov-02-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

10:13:56 (b) (6) PRIMARY CARE PHY S|

(UTC-03:00) City of CIAN

Buenos Aires

1.c Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Closed Response

11:45:44 (b) (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFPG000 | auto query Query 1: Answered Initial Entry

08:42:44 (autoquery)

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry

08:42:44 NO

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: The

02:49:20 Q) response for

(UTC-03:00) City of "Occurrence of

Buenos Aires Visits or
Contacts' is
missing. Kindly
review and
update.

1d

Date L ocation User Value Reason
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996

History

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
165343 (0) (6) Type of Pra URGENT C
(UTC—033_00) City of ctitioner: ARE
Buenos Aires Occurrence YES

of Visitsor  Number of

Contacts: Visitsor C

ontacts:
1

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 (b) (6) Type of Practiti URGEN
(UTC-03:00) City of oner: T CARE
Buenos Aires Occurrence of

Visitsor Conta

cts:
1.d Physician or Healthcare Professional:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 (b) (6) URGENT CARE
(UTC-03:00) City of
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:53:43 (b) (6) YES
(UTC-03:00) City of Number of Misits or Conta
Buenos Aires cts:

1
le
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Visit on Oct/29/2020

Site No: 1231

Form Version: 10-Oct-2020 15:59

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

*** Confidential***

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry
08:42:44 ' Typeof Pra TELEPHO
(UTC-03:00) City of ctitioner:  NE CONS
Buenos Aires ULTATION

Occurrence NO

of Visitsor

Contacts:
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
101356 (b) (6) Typeof Pra TELEPHO
(UTC-03:00) City of ctitioner:  NE CONS
Buenos Aires ULTATION

Occurrence

of Visitsor

Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996

Generated By:

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason

Nov-02-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

10:13:56 (b) (6) TELEPHONE CONSULT

(UTC-03:00) City of ATION

Buenos Aires

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Closed Response

11:46:16 (b) (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFPG000 | auto query Query 1: Answered Initial Entry

08:42:44 (autoquery)

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry

08:42:44 NO

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: The

02:49:41 Q) response for

(UTC-03:00) City of "Occurrence of

Buenos Aires Visits or
Contacts' is
missing. Kindly
review and
update.

1f

Date L ocation User Value Reason
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Header Text: C4591001
Vigit: POT_COVID_ILL 1- Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail
Visit on Oct/29/2020 History
Form Version: 10-Oct-2020 15:59 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry
08:42:44 Type of Practition OTH
(UTC-03ZOO) City of er: ER
Buenos Aires Occurrence of Visi NO

tsor Contacts:
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 (®) () Typeof Practition OTH
(UTC-03:00) City of er: ER
Buenos Alires Occurrenceof Visi

tsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 10-Oct-2020 15:59

Site No: 1231

Subject No: 12312996

Generated By:

History

Form Status. Data Complete, Frozen, Verified

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason

Nov-02-2020 ACVOPFEINFP6000 | (b) (4). Data Entry: Initial Entry

10:13:56 (b) (6) OTHER

(UTC-03:00) City of

Buenos Aires

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason

Nov-03-2020 ACVOPFEINFPE000 | (b) (4), Query 1: Closed Response

11:46:35 (b) (6) satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFPG000 | auto query Query 1: Answered Initial Entry

08:42:44 (autoquery)

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) |DataEntry: Initial Entry

08:42:44 NO

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened DM: The

02:49:57 Q) response for

(UTC-03:00) City of "Occurrence of

Buenos Aires Visits or
Contacts' is
missing. Kindly
review and
update.

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

Date L ocation User Value Reason
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Header Text: C4591001

Visit on Oct/29/2020
Form Version: 10-Oct-2020 15:59
Site No: 1231

Subject No: 12312996

Visit: POT_COVID_ILL 1 - Unscheduled 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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20

Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
10:13:56 o) YES

(UTC-03:00) City of Has the subject beenin i

Buenos Aires ntensive care due to pote

ntial COVID-19 illness?

YES

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

Visit on Oct/29/2020

Form Version: 22-Apr-2020 21.02

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

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

Cosme Argerich
Subject Initials; ---

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

Back to Form

Date

Location

User

Value

Reason

Nov-02-2020
14:17:45
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) 4,
(b) (6)

Form Created
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Visit on Oct/29/2020

Site No: 1231

Subject No: 12312996
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Form Version: 22-Apr-2020 21.02

(b) (4)

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Status:

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

Cosme Argerich
Subject Initials: ---

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

Back to Form

*** Confidential***

Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 |/(b) (4), Form Created
14:18:17 (b) (6)
(UTC-03:00) City of
Buenos Aires
Page 261 of 361

FDA-CBER-2021-5683-0872598




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020
Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

History

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail

Form Status. 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:

Date L ocation User Value Reason
Nov-02-2020 14:17:45 | ACVOPFEINFPE000 |[autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | HOSPITALIZATION STAT

Buenos Aires us

2. Hospitalization Term:

Date L ocation User Value Reason

Nov-16-2020 ACVOPFEINFP6000 |Rupa N Shah Query 1: Closed Response

15:21:23 (b) (4) satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-16-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Query 1: Answered Information was

11:18:58 uploaded Thank

(UTC-03:00) City of you

Buenos Aires

Nov-16-2020 ACVOPFEINFP6000 |Rupa N Shah Query 1. Opened CLIQ: Given

08:45:26 (b) (4) that the subject

(UTC-03:00) City of was hospitalized.

Buenos Aires Please enter any
available
information
(vital signs,
pulse oxymet,
respiratory
treatment, lab
results,
imaging...) in
appropriate CRF.
Please make
every effort to
obtain these
information.
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Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 22-Apr-2020 21.02

Site No: 1231

Subject No: 12312996

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: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:17:45 (b) (6) HOSPITAL
(UTC-03:00) City of
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:17:45 (b) (6) Oct/27/2020
(UTC-03:00) City of
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFPG000 | (b) (4), Data Entry: Initial Entry
14:17:45 (b) (6) NO
(UTC-03:00) City of Discharge Date:
Buenos Aires
Oct/29/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1- Unscheduled Form: HOSPITALIZATION DETAILS - eCRF Audit Trail

Visit on Oct/29/2020 History
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: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Hospitalization Category:
Date L ocation User Value Reason
Nov-02-2020 14:18:17 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | HOSPITALIZATION STAT
Buenos Aires us
2. Hospitalization Term:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:18:17 (De) ICU
(UTC-03:00) City of
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:18:17 (0) (6) Oct/27/2020
(UTC-03:00) City of
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:18:17 e NO
(UTC-03:00) City of Discharge Date:
Buenos Aires
Oct/29/2020
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Visit on Oct/29/2020

Site No: 1231

Subject No: 12312996
Generated By:

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Form Version: 06-Jul-2020 21:53

(b) (4)

Form: RESPIRATORY TREATMENT - 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

Location

User

Value

Reason

Nov-02-2020
14:19:57
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

(b) 4,
(b) (6)

Form Created

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

History

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

Cosme Argerich

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

Form: RESPIRATORY TREATMENT - eCRF Audit Trail

Back to Form

1. What isthe treatment | dentifier?

Date L ocation User Value Reason
Nov-02-2020 14:19:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 1
Buenos Aires
2. Concomitant Non-drug Treatment Pre-specified:
Date L ocation User Value Reason
Nov-02-2020 14:19:57 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocac) | YES
Buenos Aires
3. Treatment:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:19:57 (b) (6) NON-INVASIVE POSIT
(UTC-03:00) City of IVE PRESSURE VENTI
Buenos Aires LATION
4. Treatment:
Date L ocation User Value Reason
Nov-02-2020 14:19:57 | ACVOPFEINFPE000 |[autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | NON-INVASIVE POSITIVE
Buenos Aires PRESSURE VENTILATION
5. Start Date:
Date L ocation User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
14:19:57 Oct/27/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

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

Subject No: 12312996

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History
Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4)
Buenos Aires
6. Ongoing?
Date Location User Value Reason
Nov-02-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
14:19:57 (b) (6) NO
(UTC-03:00) City of End Date:
Buenos Aires
Oct/29/2020
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312996

Generated By:

Form Status. Data Complete, Frozen, Verified

Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Oct-31-2020 19:17:00 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 IL
Buenos Aires LNESS
2. Was a diagnosis obtained for Potential COVID-19 IlIness?
Date L ocation User Value Reason
Oct-31-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
19:17:00 (b) (6) YES
(UTC-03:00) City of Respiratory Illness Diagn
Buenos Aires 0Sis.
severe asthma attack
Date of Diagnosis.
Oct/29/2020
3. Toxicity Grade:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Closed Response
12:42:20 ) satisfies query
(UTC-03:00) City of
Buenos Aires
Nov-04-2020 ACVOPFEINFP6000 | auto query Query 1. Answered Transcription
08:50:01 (autoquery) Error
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001
Visit: POT_COVID_ILL 1-Unscheduled Form: ILLNESS DETAILS - eCRF Audit Trail History

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

Site No: 1231

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription

08:50:01 4 Error

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 1: Opened CRA: According

22:17:10 6) entry guidelines,

(UTC-03:00) City of grade 2 belong to

Buenos Aires "interferesto
some extent with
participant's
function";
consider this
answer as subject
was hospitalized
in ICU. Correct
accordingly.
Thanks.

Oct-31-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry

19:17:00 (b) (6) 2

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

CHEMISTRY - Audit Trall

Form Status:

Form: LOCAL LABORATORY DATA - REPEATING

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

Location

User

Value

Reason

Nov-04-2020 08:51:53
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000 | (b) (4), (b) (6)

Form Created
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Header Text: C4591001

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

Visit on Oct/29/2020 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich

(UTC-03:00) City of
Buenos Aires

Subject No: 12312996 Subject Initials: ---

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

Back to Form

1. Lab Panel:

Date L ocation User Value Reason
Nov-04-2020 08:53:36 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

(autocalc) | CLINICAL CHEMISTRY

2. Laboratory Name and Address

(UTC-03:00) City of

Date L ocation User Value Reason
Nov-05-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Closed Response
14:35:51 (b) (6) satisfies query
(UTC-03:00) City of
Buenos Aires
Nov-05-2020 ACVOPFEINFP6000 |auto query Query 3: Answered Update
09:41:10 (autoquery) Laboratory
(UTC-03:00) City of information
Buenos Aires
Nov-05-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Update
09:41:10 (b) (6) Hospital Zonal General d | Laboratory
(UTC-03:00) City of e Agudos Dr Alberto Ant | information
Buenos Aires ranik Eurnekian. Alem 34

9. LaUnion, Buenos Aire

s, Argentina.
Nov-05-2020 ACVOPFEINFP6000 | (b) (4), Query 3: Opened DM: Please
07:19:32 (b) (6) consider
(UTC-03:00) City of updating
Buenos Aires Hospital address

in the specified
field, Thank you.

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) Query 2: Closed Response
12:44:17 (6) satisfies query
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen, Verified
Site No: 1231

Form: LOCAL LABORATORY DATA - REPEATING

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

Buenos Aires

Nov-04-2020 ACVOPFEINFP6000 | auto query Query 2: Answered Initial Entry

08:53:36 (autoquery)

(UTC-03:00) City of

Buenos Aires

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry

08:53:36 HOSPITAL EZEIZA

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFP6000 (! (b) (4), (b) Query 2: Opened CRA: please

22:11:08 (6) confirm that

(UTC-03:00) City of Chemistry blood

Buenos Aires was done, in
spite of subject
undergone only
Arterial Blood
Gases. For those
Unknown
confirm that are
unknown.
Thanks.

Nov-03-2020 ACVOPFEINFPG000 | (b) (4), (b) Query 1: Closed More exact

22:10:26 ® wording used.

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFPG000 | (b) (4), (b) Query 1: Opened CRA: please

19:02:38 ©®) confirm that

(UTC-03:00) City of Chemistry blood

Buenos Aires was done, in
spite of labs did
arenct listed in
thislist. For
those Unknown
confirm that are
unknown.
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Header Text: C4591001

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

Visit on Oct/29/2020 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

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

3. Collection Date:

Date L ocation User Value Reason

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) | Query 1: Closed Response

15:13:35 satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-04-2020 ACVOPFEINFP6000 | (b)(4), (b) (6) | Query 1: Answered Blood sample

09:09:26 determination

(UTC-03:00) City of was only for

Buenos Aires arterial blood gas
state. Results: pH
7.29, Pco2 40
mmHg, Po2 53
mmHg

Nov-04-2020 ACVOPFEINFP6000 | auto query Query 1. Opened Collection dateis

08:53:36 (autoquery) updated, but

(UTC-03:00) City of result ismissing.

Buenos Aires Please correct or
confirm.

Nov-04-2020 ACVOPFEINFP6000 | (b)(4), (b)(6) |DataEntry: Initial Entry

08:53:36 Oct/27/2020

(UTC-03:00) City of

Buenos Aires

4. Specimen Type:

Date L ocation User Value Reason

Nov-04-2020 08:53:36 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

5a
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defi 329
Buenos Aires ned | dentifier

Test:: C Reactive P

rotein_PX32
9

Result::

Not Done:: NOT DONE

Lab Normal

Range:
5.a Sponsor ID:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFPE000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 329
Buenos Aires
5.a Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 C Reactive Protein_ PX329
(UTC-03:00) City of
Buenos Aires
5.a Not Done;
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit on Oct/29/2020

Site No: 1231

Subject No: 12312996

Form Version: 21-Aug-2020 02:49

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

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.b
Date Location User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Def 30
Buenos Aires ined | dentifi
er:
Test:: Alanine Amin
otransferase P
X30
Result::
Not Done:: NOT DONE
Lab Normal
Range:

*** Confidential***

Page 275 of 361

FDA-CBER-2021-5683-0872612




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.b Sponsor ID:
Date Location User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30
Buenos Aires
5.b Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 Alanine Aminotransferase
(UTC-03:00) City of PX30
Buenos Aires
5.b Not Done:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
5.c
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-De 28
Buenos Aires fined I denti

fier:

Test:: Aspartate Ami

notransferase
PX28
Result::
Not Done:: NOT DONE
Page 276 of 361

*** Confidential***
FDA-CBER-2021-5683-0872613




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

Form: LOCAL LABORATORY DATA - REPEATING

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Lab Norma

| Range:
5.c Sponsor 1D:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6E000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 28
Buenos Aires
5.c Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 Aspartate Aminotransferas
(UTC-03:00) City of e PX28
Buenos Aires
5.c Not Done:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
5.d
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defi 35
Buenos Aires ned | dentifie

r:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

Subject Initials: ---

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

Test:: Alkaine Pho

sphatase PX
35

Result::

Not Done:: NOT DONE

Lab Normal

Range:
5.d Sponsor 1D:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 35
Buenos Aires
5.d Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 Alkaline Phosphatase PX3
(UTC-03:00) City of 5
Buenos Aires
5.d Not Done;
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
5.e
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
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Visit on Oct/29/2020

Site No: 1231

Form Version: 21-Aug-2020 02:49

Subject No: 12312996

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

Form: LOCAL LABORATORY DATA - REPEATING

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

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (autocalc) | Sponsor-Defined 21
Buenos Aires Identifier:

Test:: Bilirubin

_PXx21
Result::
Not Done:: NOT DO
NE

Lab Normal Ra

nge:
5.e Sponsor 1D:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |21
Buenos Aires
5.e Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 Bilirubin_PX21
(UTC-03:00) City of
Buenos Aires
5.e Not Done:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
5f
Date L ocation ‘ User ‘ Value Reason
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Header Text: C4591001

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

Visit on Oct/29/2020 CHEMISTRY - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:49 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Defi 47
Buenos Aires ned | dentifie

r:

Test:: Blood Urea

Nitrogen_PX
47

Result::

Not Done:: NOT DONE

Lab Normal

Range:
5.f Sponsor ID:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |47
Buenos Aires
5.f Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 Blood Urea Nitrogen PX4
(UTC-03:00) City of 7
Buenos Aires
5.f Not Done:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit on Oct/29/2020

Site No: 1231

Subject No: 12312996

Form Version: 21-Aug-2020 02:49

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

CHEMISTRY - eCRF Audit Trail History
Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
50
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Define 48
Buenos Aires d Identifier:
Test:: Creatinine
_PX48
Result::
Not Done:: NOT DO
NE
Lab Normal Ra
nge:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:49

Site No: 1231

Subject No: 12312996

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials:

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.9 Sponsor 1D:
Date L ocation User Value Reason
Nov-04-2020 08:51:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 48
Buenos Aires
5.9 Test:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:51:53 Creatinine_PX48
(UTC-03:00) City of
Buenos Aires
5.g Not Done;
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b)(6) |DataEntry: Initial Entry
08:51:53 NOT DONE
(UTC-03:00) City of
Buenos Aires
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Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:50

Header Text: C4591001
Visit: POT_COVID_ILL 1 - Unscheduled

Form Status:

Form: VITAL SIGNS- COVID - Audit Trail

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason

Nov-16-2020 11:17:48
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Form Created

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:50

Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:13:47 (b) (6) Oct/29/2020
(UTC-03:00) City of
Buenos Aires
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
12:03:30 (0)(5) Error
(UTC-03:00) City of
Buenos Aires
Nov-16-2020 ACVOPFEINFP6000 |/ (b) (4), Data Entry: Initial Entry
11:17:48 (b)(6) Oct/29/2020
(UTC-03:00) City of
Buenos Aires
2a
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:13:47 () ©) Record Identifier:: 1
(UTC-03:00) City of systolic:: 1
Buenos Aires 0

Diastolic:: 80

Respiratory Rateinr 18

espirations/minute;

Heart Ratein beats/ 10

minute: 0
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
12:03:55 (b) (6) Record Identifier:: 1 | Error
(UTC-03:00) City of systolic::
Buenos Aires i .

Diastalic::
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Visit on Oct/29/2020
Form Version: 21-Aug-2020 02:50 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Respiratory Rateinre
spirations/minute:
Heart Ratein beats/m
inute:
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
12:03:18 (©) (6) Record Identifier:: 1 | Error
(UTC-03:00) City of systolic::
Buenos Aires . .
Diastolic::
Respiratory Rateinr
espirations/minute:
Heart Ratein beats 1
minute; 8
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:17:48 (b) (6) Record Identifier:: 1
(UTC-03:00) City of systolic::
Buenos Aires : .
Diastolic::
Respiratory Rateinr 10
espirations/minute: 0
Heart Ratein beats 18
minute:
2.a Record I dentifier:
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:17:48 (UTC-03:00) (b) (6) 1
City of Buenos Aires
2.a Systalic:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (6) Data Entry: Initial Entry
12:13:47 110
Page 285 of 361

*** Confidential***

FDA-CBER-2021-5683-0872622
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:50

Site No: 1231

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
(UTC-03:00) City of (b) (4)
Buenos Aires
2.a Diastolic:
Date Location User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:13:47 (b) (6) 80
(UTC-03:00) City of
Buenos Aires
2.a Respiratory Rate in respirations/minute;
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:13:47 (b) (6) 18
(UTC-03:00) City of
Buenos Aires
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription
12:03:18 (b) (8) Error
(UTC-03:00) City of
Buenos Aires
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:17:48 (b) (6) 100
(UTC-03:00) City of
Buenos Aires
2.a Heart Rate in beatYminute:
Date L ocation User Value Reason
Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:13:47 (o) (6) 100
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:50

Form: VITAL SIGNS- COVID - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Nov-17-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Transcription

12:03:55 (b) (6) Error

(UTC-03:00) City of

Buenos Aires

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

11:17:48 (0) (6) 18

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 21-Aug-2020 02:51

Form Status:

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason

Nov-16-2020 11:18:17
(UTC-03:00) City of
Buenos Aires

ACVOPFEINFP6000

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

Form Created
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Header Text: C4591001

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

Visit on Oct/29/2020 Trail History
Form Version: 21-Aug-2020 02:51 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

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

Subject No: 12312996

Generated By: (b) (4)

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Back to Form

1. Date:
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:18:17 (UTC-03:00) (b) (6) Oct/29/2020
City of Buenos Aires
2a
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:18:17 (UTC-03:00) (0) (6) Record |dentifier:: 1
City of Buenos Aires Oxygen Saturation: 99.0
2.a Record | dentifier:
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:18:17 (UTC-03:00) () (6) 1
City of Buenos Aires
2.a SPO2 Pulse Oximetry %
Date L ocation User Value Reason
Nov-16-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
11:18:17 (UTC-03:00) ) (6) 99.0
City of Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Form Status:

Form: IMAGING - Audit Trail

(UTC-03:00) City of
Buenos Aires

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

Date L ocation User Value Reason

Nov-04-2020 08:55:07 | ACVOPFEINFP6000 | () (4), (b) (6) |Form Created
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Header Text: C4591001

Visit: POT_COVID_ILL 1-Unscheduled Form: IMAGING - eCRF Audit Trail History

Visit on Oct/29/2020

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

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason

Nov-04-2020 ACVOPFEINFP6000 |/ (b) (4), (b) Query 1: Closed Response

12:45:31 6) satisfies query

(UTC-03:00) City of

Buenos Aires

Nov-04-2020 ACVOPFEINFP6000 | auto query Query 1: Answered Transcription

08:55.07 (autoquery) Error

(UTC-03:00) City of

Buenos Aires

Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Transcription

08:55:07 Oct/27/2020 Error

(UTC-03:00) City of

Buenos Aires

Nov-03-2020 ACVOPFEINFPG000 | (b) (4), (b) Query 1: Opened CRA: as per

19:04:54 (6) medical note,

(UTC-03:00) City of subject

Buenos Aires undergone an
image on 270ct,
with unknown
report. Please
include. Thanks.

2. Location of Assessment:

Date L ocation User Value Reason

Nov-04-2020 ACVOPFEINFP6000 |/ () (4), (b) (6) |DataEntry: Initial Entry

08:55:21 CHEST

(UTC-03:00) City of

Buenos Aires

3. Type of Imaging Exam:
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Header Text: C4591001

Visit: POT_COVID_ILL 1 - Unscheduled

Visit on Oct/29/2020

Form Version: 06-Jul-2020 21:53

Site No: 1231

Form: IMAGING - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:55:21 CT SCAN
(UTC-03:00) City of
Buenos Aires
4, Assessment:
Date L ocation User Value Reason
Nov-04-2020 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
08:55:21 UNKNOWN
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit; POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021

Form Version: 22-Apr-2020 21:03

SiteNo: 1231

History

Form Status. Data Complete, Frozen, Verified

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

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

Cosme Argerich

*** Confidential***

Subject No: 12312996 Subject Initials: ---

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

Back to Form

1. Date of Visit

Date L ocation User Value Reason

Feb-02-2021 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto

12:21:16 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-02-2021 ACVOPFEINFP6000 |auto query |Query 2: Deleted Close Auto

12:19:40 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-02-2021 ACVOPFEINFP6000 |auto query |Query 2: Candidate Date of Visitis

12:18:43 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Assessment in
the Signsand
Symptoms form
ismissing. Please
review and
update as
appropriate.

Feb-02-2021 ACVOPFEINFP6000 |auto query |Query 1: Candidate Date of Visitis

12:18:43 (autoquery) completed but

(UTC-03:00) City of Date of

Buenos Aires Callection in
both Nasal Swab
Self and Nasa
Swab are
missing. Please
review and
update as
appropriate.
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

Feb-02-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
12:18:43 é“)é) Jan/31/2021

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

Buenos Aires

3. COVID-19 IlIness Visit:

Date L ocation User Value Reason
Feb-02-2021 12:18:43 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of
Buenos Aires

(autocalc) | COVID_B
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Header Text: C4591001
Visit: POT_COVID _ILL 2- Unscheduled Form: SIGNSAND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Jan/31/2021 eCRF Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status. Data Complete

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Date of Assessment:

Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (), Jan/31/2021

) (b) (6
Buenos Aires

2. Date of First Symptom Started:

Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of ), Jan/26/2021

. (b) (6
Buenos Aires

3. Symptoms Ongoing?

Date L ocation User Value Reason
Feb-07-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: New Information
11:14:39 (b) (6) NO
(UTC-03:00) City of Date of Last Symptom Re
Buenos Aires solved:
Feb/3/2021
Feb-02-2021 ACVOPFEINFP6000 (b) (4), (b) Data Entry: Initial Entry
12:19:40 ®) YES
(UTC-03:00) City of
Buenos Aires
4.a
Date L ocation | User |Va| ue Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Jan/31/2021 eCRF Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status. Data Complete

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

Subject No: 12312996 Subject Initials; ---

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

Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of “). Symptoms: FEVE

Buenos Aires () ©) R

Symptom Present NO

4.a Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of ), FEVER

. (b) (6
Buenos Aires

4.a Was symptom present?

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of é4>v6 NO
Buenos Aires (b) (
4.b
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()4223 Symptom NEW OR INCR
Buenos Aires s EASED COUG
H
Symptom NO
Present:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.b Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 NEW OR INCREASED CO
Buenos Aires (b) ( UGH
4.b Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) ©)
4.c
Date Location User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()42'6) Sympt NEW OR INCRE
Buenos Aires oms. ASED SHORTNE
SS OF BREATH

Sympt YES

om Pre

sent:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Jan/31/2021 eCRF Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status. Data Complete

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

Subject No: 12312996 Subject Initials; ---

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

4.c Symptoms:

Date L ocation User Value Reason

Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

(UTC-03:00) City of b(4>-6 NEW OR INCREASED SH

Buenos Aires (b) ( ORTNESS OF BREATH

Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é YES
Buenos Aires ) ©)
4.d
Date Location User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of “). Symptoms: CHILL

. (b) (6)
Buenos Aires S

Symptom Present NO

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.d Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 CHILLS
Buenos Aires (b) (
4.d Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) ©)
4.e
Date Location User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()42'6) Sympto NEW OR INCRE
Buenos Aires ms: ASED MUSCLE
PAIN

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.e Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 NEW OR INCREASED M
Buenos Aires (b) ( USCLE PAIN
4.e Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) ©)
4f
Date Location User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()42'6) Sympto NEW LOSS OF
Buenos Aires ms: TASTE OR SME
LL

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.f Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 NEW LOSS OF TASTE OR
Buenos Aires (b) ( SMELL
4.f Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) ©)
44
Date Location User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()42'6) Sympto NEW OR INCRE
Buenos Aires ms: ASED SORE TH
ROAT

Sympto NO

m Prese

nt:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.9 Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 NEW OR INCREASED SO
Buenos Aires (b) ( RE THROAT
4.9 Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires (b) (©)
4.h
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of @), Symptoms.  DIARRH

. (b) (6)
Buenos Aires EA

Symptom Pres NO
ent:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.h Symptoms:;
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), DIARRHEA

: (b) (6
Buenos Aires
4.h Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires (b) (©)
4.
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of “). Symptoms.  VOMITI

. (b) (6)
Buenos Aires NG

Symptom Pres NO
ent:
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -

Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 14-Jan-2021 02:23 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Subject No: 12312996 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
4.i Symptoms:
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of ), VOMITING
) (b) (6
Buenos Aires
4.i Was symptom present?
Date L ocation User Value Reason
Feb-02-2021 12:19:40 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) ©)
5a
Date Location User Value Reason
Feb-02-2021 12:20:14 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of “). Symptoms - Other Fatigu
Buenos Aires ) ©) :
e

5.a Symptoms - Other Text:
Date L ocation User Value Reason
Feb-02-2021 12:20:14 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of tf4>-6 Fatigue
Buenos Aires ) ©)
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Visit on Jan/31/2021

Site No: 1231

Subject No: 12312996

Header Text: C4591001
Visit: POT_COVID_ILL 2- Unscheduled Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54

Form Status:

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

Cosme Argerich
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 | (b) Form Created
(UTC-03:00) City of ),
Buenos Aires ®)(®
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021

Form Version: 06-Jul-2020 21:54

Site No: 1231

Subject No: 12312996
Generated By:

History

Form Status. Data Complete

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail

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

Subject Initials: ---

(b) (4)

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

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of ), Jan/31/2021

- (b) (6
Buenos Aires
2. Specimen Type:
Date L ocation User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFPE000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of (), SWABBED MATERIAL

. (b) (6
Buenos Aires
3. Specimen Collection Location:
Date L ocation User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFPE000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), NASOPHARY NX

: (b) (6
Buenos Aires
4. Assay Code and Description:
Date L ocation User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SEVERE ACUTE RESP SY
Buenos Aires NDROME CORONAVIRUS

2
5. Device Type:
Date L ocation | User |Val ue Reason
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Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail
Visit on Jan/31/2021 History
Form Version: 06-Jul-2020 21:54 Form Status. Data Complete
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | SARS-COV-2 DIAGNOSTI
Buenos Aires CTEST
6. Trade Name:
Date L ocation User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>25 ATILA BIOSYSTEMSIAM
Buenos Aires (b) (6) P COVID-19 DETECTION
KIT
7. Test Result:
Date Location User Value Reason
Feb-02-2021 12:20:46 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 NEGATIVE
Buenos Aires ) ©)
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

Generated By:

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; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-02-2021 12:21:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-02-2021 12:21:03 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB SELF

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason
Feb-02-2021 12:21:03 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), NO

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
Feb-02-2021 12:21:03 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of é“)é Sample collected by team ph
Buenos Aires ®)©) ysician
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

(UTC-03:00) City of

Visit on Jan/31/2021 eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-02-2021 12:21:16 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | SITE

(UTC-03:00) City of
Buenos Aires

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-02-2021 12:21:16 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(autocalc) | NASAL_SWAB

3. Sample Collected?

*** Confidential***

Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | auto query Query 1. Closed Close Auto
09:41:23 (autoquery) Query
(UTC-03:00) City of
Buenos Aires
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) [ Query 1: Opened 'Sample
05:03:00 Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
entered. Please
review and
correct as
appropriate.
Feb-02-2021 ACVOPFEINFP6000 | auto query Query 1: Candidate '‘Sample
12:21:16 (autoquery) Collected? is
(UTC-03:00) City of Yes, however no
Buenos Aires barcodes are
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -

Visit on Jan/31/2021 eCRF Audit Trail History
Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.

Cosme Argerich

Subject No: 12312996 Subject Initials; ---

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
entered. Please
review and
correct as
appropriate.
Feb-02-2021 ACVOPFEINFP6000 | () (4), () Data Entry: Initial Entry
12:21:16 ®) YES
(UTC-03:00) City of Date of Collection:
Buenos Aires
Jan/31/2021
5.a
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
09:41:23 Sample |D: BPWFHJ
(UTC-03:00) City of
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Feb-03-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
09:41:23 BPWFHJ
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:24

Site No: 1231

Subject No: 12312996

History

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

Cosme Argerich

Subject Initials:

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Generated By:

(b) (4)

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

Back to Form

*** Confidential***

la
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (tf)“zé Type of Practition SPECI
Buenos Aires er: ALIST

Occurrence of Vis NO

itsor Contacts:
1l.aPhysician or Healthcare Professional:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é SPECIALIST
Buenos Aires ®)(
1.a Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)-6 NO
Buenos Aires ) (
1b
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFP6000 | (b) Data Entry: New Information
12:23:09 | (b()% Typeof Pra EMERGEN
(UTC-03:00) City of ctitioner: CY ROOM
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:24

Site No: 1231

Subject No: 12312996

History
Form Status. Data Complete

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

Subject Initials: ---

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

Occurrence YES

of Viditsor Number of

Contacts: Visitsor Co

ntacts:
1

Feb-02-2021 ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
122130 (tf)“%é Typeof Practi EMERGE
(UTC-03:00) City of tioner: NCY RO
Buenos Aires OM

Occurrenceof NO

Visitsor Cont

acts:
1.b Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), EMERGENCY ROOM

: (b) (6
Buenos Aires
1.b Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-02-2021 ACVOPFEINFPG000 || (b) Data Entry: New Information
12:23:09 tf“)’s YES
(UTC-03:00) City of ®)( Number of Visits or Conta
Buenos Aires cts:
1

Feb-02-2021 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
12:21:30 tf4>-6 NO
(UTC-03:00) City of ®) (
Buenos Aires
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Visit on Jan/31/2021

Site No: 1231

Form Version: 14-Jan-2021 02:24

Subject No: 12312996

Header Text: C4591001
Visit: POT_COVID_ILL 2 - Unscheduled

History

Form Status. Data Complete

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
1.c
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-OS:QO) City of (b()42'6 Typeof Prac PRIMARY
Buenos Aires titioner: CARE PHY
SICIAN

Occurrence NO

of Visitsor C

ontacts:
1.c Physician or Healthcare Professional:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)-6 PRIMARY CARE PHY SICI
Buenos Aires (®) (®) AN
1.c Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ( tf)‘l%a) NO
Buenos Aires
1d
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 || (b) Data Entry: Initial Entry
(UTC-03:00) City of (é)4 26 Type of Practitio URGEN
Buenos Aires ner: T CARE

Occurrenceof V. NO

isitsor Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021
Form Version: 14-Jan-2
Site No: 1231

Subject No: 12312996
Generated By:

History

021 02:24

Form Status. Data Complete

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

1.d Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of ), URGENT CARE
: (b) (6
Buenos Aires
1.d Occurrence of Visits or Contacts:
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) (®
le
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of (b()42'6) Type of Prac TELEPHON
Buenos Aires titioner: E CONSULT
ATION

Occurrence NO

of Visitsor C

ontacts:
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Header Text: C4591001

Vigit: POT_COVID_ILL 2 - Unscheduled Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

Visit on Jan/31/2021 History

Form Version: 14-Jan-2021 02:24 Form Status. Data Complete

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

Subject No: 12312996 Subject Initials; ---

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

1.e Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 |/ (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 TELEPHONE CONSULTA

Buenos Aires () ( TION

1.e Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires ) (®
1f
Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of “). Type of Practitioner OTH
: (b) (6) _

Buenos Aires : ER

Occurrence of Visits NO

or Contacts:
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled

Visit on Jan/31/2021

Form Version: 14-Jan-2021 02:24

Site No: 1231

Subject No: 12312996

Generated By: (b) (4)

History

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

Cosme Argerich

Subject Initials: ---

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

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail

1.f Physician or Healthcare Professional:

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4>-6 OTHER

Buenos Aires ®) (

1.f Occurrence of Visits or Contacts:

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO

Buenos Aires ) (®

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

Date L ocation User Value Reason
Feb-02-2021 12:21:30 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of (), NO

Buenos Aires

(b) (6)
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Header Text: C4591001

Visit: POT_COVID_ILL 2 - Unscheduled
Visit on Jan/31/2021

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
Generated By: (b) (4)

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail
History

Form Status. Data Complete, Frozen

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

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

Back to Form

1. Hospitalization Category:

Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:10:41 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
2. Hospitalization Term:
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:10:41 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
3. Admission Date:
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:10:41 (b) (6) Not Applicable
(UTC-03:00) City of
Buenos Aires
4. Ongoing?
Date L ocation User Value Reason
Feb-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
13:10:41 (b) (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 Jan/31/2021

Form Version: 06-Jul-2020 21:52

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

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

Cosme Argerich

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

Form: ILLNESS DETAILS - eCRF Audit Trail History

Back to Form

1. Category of Clinical Event:

Date L ocation User Value Reason
Feb-02-2021 12:21:50 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | POTENTIAL COVID-19 IL

Buenos Aires LNESS

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

Date L ocation User Value Reason
Feb-02-2021 12:21:50 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of (tf)42'6 NO

Buenos Aires

3. Toxicity Grade:

Date L ocation User Value Reason
Feb-02-2021 12:21:50 | ACVOPFEINFP6000 |- (b) Data Entry: Initial Entry
(UTC-03:00) City of (13()4225 1

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 1 - Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF
Unscheduled Visit on Dec/01/2020 Audit Trail History

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

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

Cosme Argerich

*** Confidential***

Subject No: 12312996 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:31:33 (b) (6) Dec/1/2020
(UTC-03:00) City of
Buenos Aires
3. COVID-19 I lIness Visit:
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:31:33 (b) (6) COVID Al
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID _CONVA 1-
Unscheduled Visit on Dec/01/2020

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

Generated By:

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

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Dec-01-2020 12:31:48 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Dec-01-2020 12:31:48 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Dec-01-2020 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto

16:17:56 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Dec-01-2020 ACVOPFEINFP6000 | auto query Query 1. Candidate ‘Sample

12:31:48 (autoquery) Collected? is

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

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

Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry

12:31:48 (b) (6) YES

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

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Dec/01/2020

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

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

Cosme Argerich
Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Dec/1/2020

5a
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:17:56 CAC) Sample ID: BPWSV5
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
16:17:56 O] BPWSV5
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
16:23:18 (b) (4) Sample |D: BRVP4D
(UTC-03:00) City of
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
16:23:18 (b) (4) BRVP4D
(UTC-03:00) City of
Buenos Aires
5.c
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Header Text: C4591001

Visit: POT_COVID _CONVA 1 -
Unscheduled Visit on Dec/01/2020

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

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

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
16:30:53 (b) (4) Sample ID: BRVP43

(UTC-03:00) City of

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Dec-01-2020 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
16:30:53 (b) (4) BRVP43

(UTC-03:00) City of

Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

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

Subject No: 12312996

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:23:39 (b) (6) Mar/3/2021
(UTC-03:00) City of
Buenos Aires
3. COVID-19 I lIness Visit:
Date L ocation User Value Reason
Mar-03-2021 ACVOPFEINFPG000 | (b) (4). Data Entry: Initial Entry
12:23:39 () (6) COVID B1
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: ELECTRONIC SAMPLE TRACKING -

IMMUNOGENICITY - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Mar-03-2021 12:23:55 | ACVOPFEINFP6000 |[autocac |DataEntry: Initial Entry

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

Buenos Aires

2. Sample Type

Date L ocation User Value Reason

Mar-03-2021 12:23:55 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-04-2021 ACVOPFEINFP6000 |autoquery |Query 1: Closed Close Auto

09:51:49 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Mar-04-2021 ACVOPFEINFP6000 | (b) (4). (b) | Query 1: Opened '‘Sample

08:06:42 ©) Collected? is

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

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

Mar-03-2021 ACVOPFEINFP6000 |autoquery | Query 1. Candidate ‘Sample

12:23:55 (autoquery) Collected? is

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

Buenos Aires barcodes are
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
entered. Please
review and
correct as
appropriate.
Mar-03-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
12:23:55 N YES
(UTC-03:00) City of Date of Collection:
Buenos Aires
Mar/3/2021
5a
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:51:49 () () Sample ID: BLBX32
(UTC-03:00) City of
Buenos Aires
5.a Sample D
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
09:51:49 (0) (6) BLBX32
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
10:39:46 Sample |D: BLBX2P
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: POT_COVID_CONVA 2 -
Unscheduled Visit on Mar/03/2021

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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

Form Status. Data Complete, Frozen, Verified

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

Subject Initials: ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
5.b Sample D
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
10:39:46 BLBX2P
(UTC-03:00) City of
Buenos Aires
5.c
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
10:57:23 © Sample ID: BR23VB
(UTC-03:00) City of
Buenos Aires
5.c Sample D
Date L ocation User Value Reason
Mar-04-2021 ACVOPFEINFP6000 | (b) (4). (b) Data Entry: Initial Entry
10:57:23 ®) BR23VB
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: End of Treatment

Form Version: 15-Sep-2020 21:55

SiteNo: 1231

Subject No: 12312996
Generated By:

- Unscheduled

History

Form: DISPOSITION - TREATMENT - eCRF Audit Trail

Form Status. Data Complete, Locked, Frozen, Verified

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

Cosme Argerich

Subject Initials: ---

(b) (4)

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

Back to Form

1. Date of Completion/Discontinuation/Death :

*** Confidential***

Date L ocation User Value Reason
Oct-12-2020 15:23:03 | ACVOPFEINFPG000 || (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (b) (6) Oct/12/2020
Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Oct-12-2020 15:23:03 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | VACCINATION
Buenos Aires
3. Status:
Date L ocation User Value Reason
Oct-12-2020 15:23:03 | ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
(UTC-03:00) City of (0) (6) COMPLETED
Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -

Unscheduled

Form Version: 22-Apr-2020 21:02

SiteNo: 1231

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 No: 12312996 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
17:19:37 Davali Feb/12/2021
(UTC-03:00) City of (b) (4)
Buenos Aires
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Header Text: C4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

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

Subject No: 12312996

Generated By: (b) (4)

Form: FURTHER VACCINATION CONFIRMATION - eCRF

Audit Trail History

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

Cosme Argerich
Subject Initials; ---

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

Back to Form

1. Select appropriate response - | s participant willing to return for Vaccination 3?
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | auto query Query 1. Deleted Close Auto Query
17:20:15 (autoquery)
(UTC-03:00) City of
Buenos Aires
Feb-12-2021 ACVOPFEINFP6000 | auto query Query 1. Candidate The response
17:19:57 (autoquery) indicates
(UTC-03:00) City of participant was
Buenos Aires unblinded,
however the
TREATMENT
UNBLINDED
dateismissing in
the DISP visit.
Please complete
this date.
Feb-12-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
17:19:57 Davalli Participant iswilling to re
(UTC-03:00) City of (b) (4) turn for Vaccination 3
Buenos Aires Participant is:
eligible per other proto
col allowance(s) and ¢
onfirmed to have recei
ved only placebo at Va
ccination 1/2
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996
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
Feb-20-2021 17:12:08 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) Feb/19/2021
Buenos Aires

Page 330 of 361

*** Confidential***
FDA-CBER-2021-5683-0872667




090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V101 _VAX3

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

Subject No: 12312996
Generated By: (b) (4)

Form: INFORMED CONSENT - FURTHER VACCINATION -

eCRF Audit Trail History

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

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

Back to Form

*** Confidential***

1. Consent Was.
Date L ocation User Value Reason
Feb-20-2021 17:12:17 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) OBTAINED
Buenos Aires Date Written Consent Obt
ained
Feb/19/2021
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Header Text: C4591001
Visit: V101 _VAX3

Form Version: 10-Dec-2020 02:31

Site No: 1231

Subject No: 12312996
Generated By:

(b) (4)

Form: DISPOSITION - SCREENING FOR FURTHER

VACCINATION - eCRF Audit Trail History

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

Cosme Argerich

Subject Initials; ---

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

Back to Form

1. Date of Completion/Discontinuation/Death :

Date L ocation User Value Reason
Feb-20-2021 17:12:41 | ACVOPFEINFPE000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) Feb/19/2021
Buenos Aires
2. Phase of Disposition:
Date L ocation User Value Reason
Feb-20-2021 17:12:41 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | REPEAT SCREENING 1
Buenos Aires
3. Status:
Date L ocation User Value Reason
Feb-20-2021 17:12:41 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) COMPLETED
Buenos Aires
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Header Text: C4591001
Visit: V101 _VAX3

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996
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

*** Confidential***

1. Lab Pandl:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINALY SIS
Buenos Aires
2. Lab Sub-Pand:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | PREGNANCY
Buenos Aires
3. Collection Date:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Feb/19/2021
Buenos Aires
4. Laboratory Name and Address (Derived)
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | STUDY SITE
Buenos Aires
5. Specimen Type:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Buenos Aires ‘ |
6.a
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Def 113
Buenos Aires ined | dentifi

er:

Test:: Choriogonadot

ropin Beta PX
113

Result:: NEGATIVE

Not Done::
6.a Sponsor 1D:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) Choriogonadotropin Beta P
Buenos Aires X113
6.a Result:
Date L ocation User Value Reason
Feb-20-2021 17:12:52 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) NEGATIVE
Buenos Aires
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Visit: V101_VAX3

Header Text: C4591001

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

(UTC-03:00) City of

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: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason

Feb-20-2021 17:13:06 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(autocalc) | SITE

(UTC-03:00) City of
Buenos Aires

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-20-2021 17:13:06 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(autocalc) | SERUM

3. Sample Collected?

Date L ocation User Value Reason

Feb-20-2021 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto

17:29:51 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-20-2021 ACVOPFEINFP6000 |autoquery |Query 1: Candidate ‘Sample

17:13:06 (autoquery) Collected? is

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

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

Feb-20-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

17:13:06 ®) YES

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

Buenos Aires

*** Confidential***
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Header Text: C4591001
Visit: V101_VAX3

Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Feb/19/2021

5a
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:29:51 (b) (6) Sample ID: BLBXHS
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 | (b) (4), Data Entry: Initial Entry
17:29:51 (b) (6) BLBXHS
(UTC-03:00) City of
Buenos Aires
5b
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
18:55:46 Sample|ID: BLBXHP
(UTC-03:00) City of
Buenos Aires
5.b Sample D
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) Data Entry: Initial Entry
18:55:46 BLBXHP
(UTC-03:00) City of
Buenos Aires
5.c
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Header Text: C4591001

Visit: V101_VAX3

Form Version: 22-Apr-2020 21.03

Site No: 1231

Subject No: 12312996

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

Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 | Alan Colombo | Data Entry: Initial Entry
19:01:11 (b) (4) Sample ID: BR28B7

(UTC-03:00) City of

Buenos Aires

5.c Sample D

Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
19:.01:11 (b) (4) BR28B7

(UTC-03:00) City of

Buenos Aires

*** Confidential***
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Header Text: C4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Feb-20-2021 17:13:21 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Feb-20-2021 17:13:21 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason

Feb-20-2021 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto

17:30:20 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Feb-20-2021 ACVOPFEINFP6000 |autoquery |Query 1: Candidate ‘Sample

17:13:21 (autoquery) Collected? is

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

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

Feb-20-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

17:13:21 ®) YES

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

Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History
Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
‘ ‘ Feb/19/2021
5.a
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 |Alan Colombo |Data Entry: Initial Entry
17:30:20 (b) (4) Sample |D: BRMOCT
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Feb-20-2021 ACVOPFEINFP6000 |Alan Colombo | Data Entry: Initial Entry
17:30:20 (b) (4) BRMOCT
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V101_VAX3

Form Version: 10-Dec-2020 02:26

SiteNo: 1231

Subject No: 12312996

Generated By:

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; ---

(b) (4)

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

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) NO
Buenos Aires
2. Treatment Name
Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | BNT162b2
Buenos Aires
3. Formulation:
Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INJECTION
Buenos Aires
4. Dose Date Time:
Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of ) Feb/19/2021 19:22
Buenos Aires
5. Anatomical Location:
Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | DELTOID MUSCLE
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V101 VAX3

Form Version: 10-Dec-2020 02:26
SiteNo: 1231

Subject No: 12312996

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

6. Body Side:

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
(UTC-03:00) City of (6) LEFT

Buenos Aires

7. Route:

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | INTRAMUSCULAR

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocac |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) |ug

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 30 MINUTES

Buenos Aires

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

*** Confidential***
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Header Text: C4591001

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Visit: V101 _VAX3 Form: VACCINATION - eCRF Audit Trail History
Form Version: 10-Dec-2020 02:26 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich

Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Date L ocation User Value Reason
Feb-20-2021 17:13:44 | ACVOPFEINFP6000 |/(b) (4), (0) | Data Entry: Initial Entry
(UTC-03:00) City of ) YES
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V102_VAX4

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

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; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date of Visit
Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
12:15:33 ©®) Mar/11/2021
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V102 VAX4

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996
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 L ocation User Value Reason

Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

(UTC-03:00) City of (autocalc) | URINALY SIS

Buenos Aires

2. Lab Sub-Pand!:

Date L ocation User Value Reason

Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

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

Buenos Aires

3. Collection Date:

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

12:15:42 ®) Mar/11/2021

(UTC-03:00) City of

Buenos Aires

4. Laboratory Name and Address (Derived)

Date L ocation User Value Reason

Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

5. Specimen Type:

Date L ocation | User |Value Reason
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Site No: 1231

Subject No: 12312996

Form Version: 20-Feb-2021 02:14

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | URINE
Buenos Aires
6.a
Date L ocation User Value Reason
Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Sponsor-Def 113
Buenos Aires ined I dentifi

er:

Test:: Choriogonadot

ropin Beta PX
113

Result:: NEGATIVE

Not Done::
6.a Sponsor ID:
Date L ocation User Value Reason
Mar-11-2021 12:15:42 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | 113
Buenos Aires
6.a Test:
Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | (b)(4),(b) |DataEntry: Initial Entry
12:15:42 ) Choriogonadotropin Beta P
(UTC-03:00) City of X113
Buenos Aires
6.a Result:
Date L ocation User Value Reason
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 20-Feb-2021 02:14
Site No: 1231

Subject No: 12312996

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: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Mar-11-2021 ACVOPFEINFP6000 | (b)(4),(b) |DataEntry: Initial Entry
12:15:42 ) NEGATIVE
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Data Origin

Date L ocation User Value Reason
Mar-11-2021 12:15:53 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SITE

Buenos Aires

2. Sample Type

Date L ocation User Value Reason
Mar-11-2021 12:15:53 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | NASAL_SWAB

Buenos Aires

3. Sample Collected?

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFP6000 |autoquery |Query 1: Deleted Close Auto

14:23:34 (autoquery) Query

(UTC-03:00) City of

Buenos Aires

Mar-11-2021 ACVOPFEINFP6000 |autoquery |Query 1: Candidate ‘Sample

12:15:53 (autoquery) Collected? is

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

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

Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

12:15:53 ®) YES

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

Buenos Aires
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Header Text: C4591001

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Vigit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History
Form Version: 22-Apr-2020 21.03 Form Status. Data Complete, Locked, Frozen, Verified
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
‘ ‘ Mar/11/2021
5.a
Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
14:23:34 Sample |D: BRIWKS8
(UTC-03:00) City of
Buenos Aires
5.a Sample|D
Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) (6) |DataEntry: Initial Entry
14:23:34 BRIWKS8
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V102 VAX4

SiteNo: 1231

Subject No: 12312996

Form Version: 10-Dec-2020 02:26

Form: VACCINATION - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen, Verified

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

Subject Initials; ---

*** Confidential***

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

Back to Form

1. Wasthere atemporary delay of vaccination?

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFP6000 | (b)(4),(b) |DataEntry: Initial Entry

12:16:14 ®) NO

(UTC-03:00) City of

Buenos Aires

2. Treatment Name

Date L ocation User Value Reason

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |auto calc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | BNT162b2

Buenos Aires

3. Formulation:

Date L ocation User Value Reason

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

4, Dose Date Time:

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

12:16:14 ®) Mar/11/2021 11:44

(UTC-03:00) City of

Buenos Aires

5. Anatomical Location:

Date L ocation | User |Val ue Reason
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001
Visit: V102_VAX4

Form Version: 10-Dec-2020 02:26

Site No: 1231

Subject No: 12312996

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

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | DELTOID MUSCLE

Buenos Aires

6. Body Side:

Date L ocation User Value Reason

Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry

12:16:14 ) LEFT

(UTC-03:00) City of

Buenos Aires

7. Route:

Date L ocation User Value Reason

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

8. Actual Dose:

Date L ocation User Value Reason

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |autocalc | Data Entry: Initial Entry

(UTC-03:00) City of (autocalc) | 30.0

Buenos Aires

9. Unit:

Date L ocation User Value Reason

Mar-11-2021 12:16:14 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry

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

Buenos Aires

10. Timeframe Subject Was Observed

Date L ocation User Value Reason
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Visit: V102_VAX4

Site No: 1231

Generated By:

Form Version: 10-Dec-2020 02:26

Subject No: 12312996

Header Text: C4591001

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

(UTC-03:00) City of
Buenos Aires

Mar-11-2021 12:16:14 | ACVOPFEINFPG000

auto calc

(autocalc)

Data Entry:
30 MINUTES

Initial Entry

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

*** Confidential***

Date L ocation User Value Reason
Mar-11-2021 ACVOPFEINFP6000 | (b) (4), (b) Data Entry: Initial Entry
12:16:14 6 YES
(UTC-03:00) City of
Buenos Aires
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

Form: ADVERSE EVENT REPORT - Audit Trail
Form Status:

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

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | () Form Created
(UTC-03:00) City of b(4)'6
Buenos Aires ®)(
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21.02 Form Status. Data Complete, Locked, Frozen

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

Subject No: 12312996 Subject Initials; ---

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

Back to Form

1. Category:

Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ADVERSE EVENT

Buenos Aires

2. AE ID:

Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) |1

Buenos Aires

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date L ocation User Value | Reason
Dec-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle | Query | Discrepancy
19:17:30 (b) (4) 1: Clo | has been
(UTC-03:00) sed closed.
City of
Buenos
Aires
Dec-03-2020 | ACVOPFEINFP6000 auto query Query | Transcription
15:48:36 (autoquery) 1: An | Error
(UTC-03:00) swere
City of d
Buenos
Aires
Dec-03-2020 | ACVOPFEINFP6000 (b) (4), Data | Transcription
15:48:36 (b) (6) Entry | Error
(UTC-03:00) .
City of SEVE
Buenos RE A
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Header Text: C4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21.02 Form Status. Data Complete, Locked, Frozen
SiteNo: 1231 Site Name: (1231) Hospital Militar Central Cirujano Mayor Dr.
Cosme Argerich
Subject No: 12312996 Subject Initials; ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Aires STH
MATI
CCR
YSIS
Dec-03-2020 | ACVOPFEINFP6000.InFormAdapter.Discrepancy | PFETMS Oracle | Query | Spacing:
15:14:03 (b) (4) 1: Op | Verbatim
(UTC-03:00) ened | Term
City of contains
Buenos leading,
Aires trailing or
more than
one
consecutive
space.
Dec-03-2020 | ACVOPFEINFP6000 (b) (4), (b) Data | Initial Entry
13:10:16 () Entr
(UTC-03:00) L
City of SEVE
Buenos RE A
Aires STH
MATI
CCR
ISIS

4, Start Date Time;

Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), Oct/21/2020 12:00

- (b) (6
Buenos Aires

5. Isthe adverse event still ongoing?

090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)'e NO
Buenos Aires b) ( End Date Time:
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

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

Cosme Argerich

Subject Initials; ---

(UTC-03:00) City of
Buenos Aires

4,
(b) (6

3

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
| ‘ Oct/29/2020 18:00
6. Toxicity Grade:
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry

7. |sthe 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; | 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
Dec-04-2020 ACVOPFEINFP6000 |auto query |Query 1. Deleted Close Auto Query
09:01:26 (autoquery)

(UTC-03:00) City of

Buenos Aires

Dec-03-2020 ACVOPFEINFP6000 |auto query |[Query 1. Candidate For AE SEVERE

15:48:36 (autoquery) ASTHMATIC

(UTC-03:00) City of CRYSIS:

Buenos Aires Responseto"ls
the adverse event
serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.

Dec-03-2020 ACVOPFEINFP6000 |auto query | Query 1: Candidate For AE SEVERE

13:10:16 (autoquery) ASTHMATIC

(UTC-03:00) City of CRISIS:

Buenos Aires Responseto "Is
the adverse event
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090177e196ae2edl1\Final\Final On: 01-Apr-2021 03:24 (GMT)

Header Text: C4591001

Visit: Logs - Unscheduled

Form Version: 22-Apr-2020 21.02
Site No: 1231

Subject No: 12312996

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Status. Data Complete, Locked, Frozen

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

Cosme Argerich
Subject Initials; ---

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
serious?' is'Yes
but " Serious
Adverse Event
Number" is blank.

Dec-03-2020 ACVOPFEINFP6000 | (b) (4), (b) |DataEntry: Initial Entry

13:10:16 (@) YES

(UTC-03:00) City of Isthis serious event assoc

Buenos Aires iated with congenital ano

maly or birth defect?
NO

Did this serious event res
ult in death?

NO
Did this serious event req
uire or prolong hospitaliz
ation?

YES
Did this serious event res
ult in persistent or signific
ant disability/incapacity?

NO

Isthis serious event life th
reatening?

NO

Other medically importan
t serious event

NO
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Header Text: C4591001
Visit: Logs - Unscheduled

Site No: 1231

Subject No: 12312996

Form Version: 22-Apr-2020 21.02

Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

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

Subject Initials; ---

*** Confidential***

FDA-CBER-2021-5683-0872694

Generated By: (b) (4) 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
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b<4)76 NO
Buenos Aires ) ®)
9. Isthis event related to study treatment:
Date L ocation User Value Reason
Dec-03-2020 ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
13:10:16 tf4)é NOT RELATED
(UTC-03:00) City of ®)( If Not Related to study treat
Buenos Aires ment(s), this event isdueto
OTHER
If Other, specify:
Chronic Asthma
10. Latest Action Taken with Study Treatment:
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), NOT APPLICABLE
; (b) (6

Buenos Aires
11. Was a Concomitant Medication given?
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é YES
Buenos Aires (b) ©)
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Header Text: C4591001

Visit: Logs - Unschedul
Form Version: 22-Apr-
Site No: 1231

Subject No: 12312996
Generated By:

ed Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Status. Data Complete, Locked, Frozen

2020 21:02

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

Cosme Argerich

Subject Initials; ---

(b) (4)

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

12. Was a Non-Drug Treatment given?

Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é YES
Buenos Aires (0) (®)
13. What was the outcome of this adverse event?:
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of ), RECOVERED/RESOLVED

) (b) (6)
Buenos Aires
14. Did the adver se event cause the subject to be discontinued from the study?
Date L ocation User Value Reason
Dec-03-2020 13:10:16 | ACVOPFEINFP6000 | (b) Data Entry: Initial Entry
(UTC-03:00) City of b(4)é NO
Buenos Aires (b) (6)
15. Serious Adverse Event Number: For Pfizer Use Only
Date L ocation User Value Reason
Dec-04-2020 ACVOPFEINFP6000 | (b)(4), (b) |DataEntry: Initial Entry
09:01:26 (6) 2020478875
(UTC-03:00) City of
Buenos Aires
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Header Text: C4591001

Visit: Disposition - Unscheduled
Form Version: 22-Apr-2020 21.03
Site No: 1231

Subject No: 12312996

Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Status. Data Complete, Frozen, Verified

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

Cosme Argerich
Subject Initials; ---

*** Confidential***

Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Date Treatment Unblinded :
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
17:20:15 Davalli Feb/12/2021
(UTC-03:00) City of (b) (4)
Buenos Aires
2. Primary Reason for Unblinding:
Date L ocation User Value Reason
Feb-12-2021 ACVOPFEINFP6000 | Martina Data Entry: Initial Entry
17:20:15 Davalli ASSESSELIGIBILITY F
(UTC-03:00) City of (b) (4) OR ADDITIONAL VACC
Buenos Aires INATION
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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

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

Subject No: 12312996 Subject Initials: ---
Generated By: (b) (4) Generated Time (GMT): 29-Mar-2021 20:20
Back to Form
1. Subject Status
Date L ocation User Value Reason
Oct-12-2020 15:23:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | FOLLOW-UP
Buenos Aires
Aug-22-2020 09:31:33 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | ENROLLED/RANDOMIZE
Buenos Aires D
Aug-22-2020 09:30:38 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | SCREENED
Buenos Aires
2. Subject Status Date
Date L ocation User Value Reason
Oct-12-2020 15:23:03 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Oct/12/2020
Buenos Aires
Aug-22-2020 09:31:33 | ACVOPFEINFP6000 |autocalc |Data Entry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/21/2020
Buenos Aires
Aug-22-2020 09:30:38 | ACVOPFEINFP6000 |autocalc |DataEntry: Initial Entry
(UTC-03:00) City of (autocalc) | Aug/21/2020
Buenos Aires
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Header Text: C4591001
Visit: Investigator Signature - Unscheduled

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

Subject No: 12312996

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History
Form Status: Data Complete, Signed, Verified

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

Subject Initials: ---

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

Back to Form

1. Casebook Signature

Date L ocation User Value Reason
Oct-22-2020 ACVOPFEINFP6000 (b) (4), (b) (6) Data Entry: Initial Entry
15:40:10 Click Here to Enable

(UTC-03:00) City of

Buenos Aires
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